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OBIIASA XAPAKTEPUCTHUKA JIEK

1. HAMMEHOBAHMUE JIEKAPCTBEHHOT O IIPETIAPATA
JHynokcenra, 30 Mr, KancyJibl KUILIEYHOPACTBOPUMBIE
Jynokcenra, 60 Mr, KancyJibl KUILIEYHOPACTBOPUMBIE

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

Z[eﬁCTBYIOIHCC BCHICCTBO: NYJIOKCCTHUH.

Jynokcenra, 30 Mr, Kancyibl KHIICYHOPACTBOPUMbIC
Kamnaﬂ KaricyJja COACPIKUT 30 mr AYJIOKCCTHUHA (B BUJC NYJIOKCCTHHA I Izmpoxnopm[a).

JynokceHnra, 60 Mr, Kancyibl KHIICYHOPACTBOPUMbIC
Ka;xz[aﬂ KarcyJjia COACPIKUT 60 mr AYJIOKCCTHUHA (B BUJC NYJIOKCCTHHA I' Izmpoxnopm[a).

BemecTBa, Hanuyue KOTOPBIX HAI0 YYHUTHIBATH B COCTaBE JIGKAPCTBEHHOTO Tpernapara:
caxapo3a (cM. pazzgen 4.4.).

IlonupIit MNEPCUCHb BCIIOMOTaTCIIbHBIX BCIICCTB IPUBCACH B pa3JCiIic 6.1.

3. JJEKAPCTBEHHASA ®OPMA

KchyJ'HJI KUIICYHOPACTBOPUMBIC.

Jynokcenrta, 30 Mr, Kancyibl KHIICYHOPACTBOPUMbBIC

TBepI[LIe JKCJIATUHOBBIC KaIlCYJIbI Ne 3, KOpIyC KaliCyJibl Oenoro IBCTA, KPBINICYKA KaIICYJIbI
TEMHO-CHHeTo 1BeTa. Ha KOpmmyce KarCyJibl YCPpHBIMU YCPHHUIIAMHU HAHCCCHA MAPKHUPOBKA 30.
Conep;ngoe Karcyll — MCJIJICThL 0CJI0ro MM IOYTH OEJIoro OBCTA.

JynokceHnrta, 60 Mr, Kancyibl KHIICYHOPACTBOPUMbBIC

TBepI[LIe JKCJIATUHOBBIC KaIlCYJIbI Ne 1, KOpIyC KallCyJibl KCJITOBATO-3CJICHOIO IIBCTA,
KpbIICYKa KaIllCyJibl TEMHO-CHHCIO IBCTA. Ha KOpmyCc€ KalICyJibl YCpHBIMU UYCPHUIAMU
HaHECCHA MAapKUPOBKa 60. COI[ep)KI/IMOC Karcyll — NeJIJICThI 0eJI0ro MM mouTH 0eJIoro OBCTA.

4. KIIMHUWYECKHUE JAHHBIE

4.1. IToxazaHusl K NPUMEHEHHUIO

[Tpenapar JlynokceHTa IMOKa3aH K MPUMEHEHHIO y B3pOCIBIX B Bo3pacTte oT 18 jer mo
CJICAYIOUINM MOKa3aHHUSIM:
e Jlempeccus;
® TCHEPATU30BAHHOE TPEBOXKHOE PACCTPOICTBO;
e Ooneas popma nepudepuueckoil TuadbeTHuecKoi HelponaTuu;
® XpPOHHYECKMHA OOJEBOM CHHIPOM CKEJIETHO-MBIIICYHON CHUCTEMBI (B TOM 4YHCIE
00yCIIOBIEHHBIN (pUOpOMHUAITHEH, a TAK)KE XPOHUYECKHH O0IEBOM CHHIPOM B HUKHUX
OT/leNIaX CIHMHBI U TIPU OCTE0apTpO3€e KOJIEHHOI'O CYyCTaBa).

4.2. PexxuM 103MPOBaHMS U CIIOCO0 MPUMEHEHHUS!
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PexxuMm go3upoBaHus

Lenpeccus

HauanbHas u pekoMeHayeMasi MoJIepKUBaroas no3a cocrasiser 60 Mr oavH pa3 B CyTKH,
BHE 3aBHCHMOCTH OT MpHUeMa MUITH. B KIMHUYECKUX UCCIeIOBaHMIX Oblla MPOBEIeHA OlEHKA
0e30MmacHOCTH MpUMeHeHus 103 oT 60 Mr 10 MakcuMmanbHOM A03b1 120 Mr B cyTku. Tem He
MEHEEe, HUKaKUX KJIMHUYECKUX MOJITBEPKIECHUN TOr0, YTO y MAIIMEHTOB, HE OTBEUYAIOIIUX Ha
HAYaJIbHYI0 PEKOMEHJIOBAHHYIO 103y, OTMEUAINCH KaKue-THOO0 yIydIlIeHUs MPU YBEIHMUECHUU
71031, TIOJy4EHO HE OBLIO.

OTBeT Ha Tepanuio OOBIYHO OTMEYaeTcs yepe3 2—4 HeAeNu Mocjie Hayana jedeHus. Bo
n30exaHue peruauBa TMOcie JOCTI)KCHHS OTBETa Ha Teparuio aHTHACTPECCAHTaMU
PEKOMEHJIyeTCsl TMPOAOKATh JIEYEHUE B TEUYCHHE HECKOJbKHX MECSLEB. Y TMalMeHTOB,
MOJIOKUTEIBHO OTBEYAIOUIUX HA TEPANHUI0 AYIOKCETHHOM, C MOBTOPSIONIMMUCS CIy4asiMu
JENPEeCCUH B aHAMHE3€ BO3MOXKHO JIajibHEHIIIEE 10IrOCPOYHOE MPOBEACHUE TEPANIUU B JJO3€ OT
60 mr 10 120 Mr B CYTKH.

Tenepanuzosantoe mpesoicrHoe paccmpoicmeo

PekoMeHnnyemass HavanmpHas /032 Y TAlMEHTOB C TEHEPaJU30BaHHBIM TPEBOKHBIM
paccTpoiictBoM cocTaBisieT 30 MI' B CyTKH, BHE 3aBUCUMOCTH OT BPEMEHH MpUeMa MUIIU. Y
MAIMEHTOB C HEJJOCTATOYHBIM OTBETOM Ha TEPAIHI0 BO3MOXKHO yBEJIUYEHHE J03bI 10 60 MT B
cyTkd (0ObIUHAS TOJEPIKUBAIOIIAsS 1032 Y OOJBIITMHCTBA MMAIIUEHTOB).

VY manuueHToB ¢ COMYTCTBYIONIEH Aenpeccueil HauallbHas U MOIIEPKUBAIOIIAs 1033 COCTABIISET
60 Mr B cyTkd (CM. Takxe pekoMeHaauuu Beie). [Ipy mnpoBeneHHM KIMHUYECKUX
uccienoBaHuil ObUla TokazaHa 3((eKTUBHOCTH 103 10 120 Mr B CyTKH, KpOME TOTO,
MIPOBOIMUIIACH OIIEHKA TaKHX JO3UPOBOK C TOUKH 3peHuUs Oe3omacHocTd. [IoaToMy y mannueHToB
C HEJTOCTaTOYHBIM OTBETOM Ha 7103y 60 MTI' B CYyTKH MOKET OBITh 11eJIECO00Pa3HBIM YBEIHUCHUE
CyTO4YHOMU J103bI 10 90 mMr unu 120 mr. YBenudeHue 103561 JOIHKHO MTPOBOJUTHCS HA OCHOBAaHUH
KJIIMHUYECKOTO OTBETA U MEPEHOCUMOCTH.

Bo u3bexxanue peauarBa MocCjIC NOCTUKCHUA OTBETA HA TCPAIIUIO PCKOMCHAYCTCA MMPOAOJIZKATh
JICYCHHUEC B TCUCHUEC HCCKOJIBKHUX MCCAILICB.

bonesas popma nepugpepuueckoii ouabemuueckoii Hetiponamuu

HauanbHas u pekomMeHiyemasl MoAepKHUBaromas 103a cocrapisier 60 Mr oJuH pa3 B CYTKH,
BHE 3aBHCHMOCTH OT BPEMEHHU NpHeMa NHI. Bo BpeMs KIMHUYECKUX UCCIIEOBAHUMN TaKxkKe
MIPOBOJIMIIN OLIEHKY 0€30MaCHOCTH NPUMEHEHHUS /103 OT 60 MI' B CYTKHU 10 MAKCUMAJIbHON J03bI
120 Mr B CyTKH, pa3ieJICHHbIX Ha paBHbIe J03bl. KOHIIEHTpalus AyJIOKCETHHA B IJIa3Me KPOBH
XapaKTepu3yeTcs 3HaUNTEeNIbHOW MHANBUIYabHON BapuabenbHOCThIO0. [103TOMY Yy HEKOTOPBIX
NAIMEeHTOB C HEJIOCTATOYHBIM OTBETOM Ha /103y 60 MI' B CYTKM MOTYT OTMEYaThCs YIy4lIeHUs
IIpU IpUMEHEHUH 00Jiee BBICOKOH J103BI.

OI_IeHKy OTBCTA Ha TCpAIIMIO CJICAYCT IIPOBOAUTHL IIOCIIC 2 MecCs1eB. Y IallUeHTOB C
HEAOCTATOYHBIM HAYaJIbHBIM OTBCTOM YIYUIICHUC OTBCTA IO MCTCUCHUHU HAHHOI'O IMCPUOLa
BPEMCHHU MAJIOBEPOATHO.

Crnenyet peryispHO MPOBOIUTH OLIEHKY TepaneBTUuueckoro s dexra (He pexe, 4eM OJIUH pa3
B 3 Mecsla).

Xponuueckuii 601601 CUHOPOM CKELEMHO-MbIUEYHOU CUCEMDbL (8 MOM YUCTIe-00YCN06IeHHbLL
@ubpomuaneueti, xponuueckuti 001€60U CUHOPOM 8 HUNCHUX OMOeNax CHnumvl U Hpu
ocmeoapmpo3se KOIeHHO20 CyCmaesa)

HauanbHoe neyeHue: pekoMeHayemMas 703a npenapara JlynokceHra coctapisieT 60 Mr oauH
pa3 B cyTku. Tepamuio MOXXKHO HauumHaTh ¢ 703bl 30 MI' B TE€UYE€HUE OJHOM HEIENH, YTOObI
MO3BOJIUTH MALMEHTaM aJalTUPOBAThCA K IIpernapary nepe NOBbIeHneM J03bI 10 60 Mr oJJuH
pa3 B cyTku. Jloka3zaTenbcTBa TOro, 4To 0Oojee BBICOKHME 03Bl IPEIOCTABISAIOT
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TCpalMO MIpCrapaToM B O0O3C 60 Mmr B CYTKHU. bonee BBICOKHE I03bI CBS3aHBI C OoJIbIIIEH
YaCTOTOM BO3HHKHOBEHUS HEXKEIaTCIbHBIX peaKI.IHfI.

[Tponomxkenue sedeHus: 3¢(HEeKTUBHOCTh TYJIOKCETMHA B JieueHHH (GuOpoMuanruu Oblia
MIPOJEMOHCTPUPOBAHA B IUIALCO0-KOHTPOJIUPYEMBIX HCCIEIOBAHUAX IUTEIBHOCTRIO J10 3
MmecsneB. DPGEeKTUBHOCTh HE Oblla yCTaHOBJIEHAa B OoJyiee JIUTENBHBIX HCCIEIOBAHHUSAX,
OJTHAKO peIlIeHHE O MPOJODKEHUM JICUEHUs JOJDKHO OBITh OCHOBAHO HA MHIUBHUAYaJbHOM
OTBETE MalLMEHTA.

Oco0nbIe T'PYIILI MIAalIMCHTOB

ﬂuua nooakcusio2o eo3pacma

ITanueHTam MOXKUIIOr0 BO3pacTa AJid JICUCHUA T'CHEPAJIM30BAHHOI'O TPCBOXKHOT'O paCCTpOﬁCTBa
PCKOMCHAYCTCA Ha4daJlbHAasA [103a 30mr B CYTKM B TCUCHUC 2 HCACIIbL IIepca HadaloM
MNPpUMCHCHUA OYJIOKCCTHHA B LICJICBOM H03€ 60 Mmr B CYTKHU. B nmanepHelimeM BO3MOXKHO
MMPUMCHCHUC IIPLCIiapaTa B 103€ CBBIIIC 60 mr B CYTKHU IJId JOCTUKCHUA XOPOUICTO pE3yJibTaTa.
Cucremarnucckas OILICHKA IIprueMa nperapara B 103¢ CBbILIC 120 mr B CYTKH HC IIPOBOANIIACE.
HpI/I MNPUMCHCHHUU NYJIOKCCTHUHA IO APYTI'MM IMOKA3aHUAM KOPPCKUOHUU HO3bI B 3aBUCUMOCTH OT
BO3pacTa MmanuceHTa HE Tpe6yeTC$I.

Ilayuenmsi ¢ noueyHol HedOCMamoyHOCmvio
ITpu xnupence kpeatununa (KK) 30-80 mu/mun xoppekuuu no3el He Tpedyercs, npu KK
meHee 30 MiI/MUH IpUMEHEHue npenapara JyJIokceHTa NPOTHBOMOKA3aHO.

Hauueﬂmm C NeyeHoYHOoU HedOCMAaAmoO4YHOCMbIO
HpenapaT Z[yJ'IOKCGHTa HCJIB3A Ha3HadaThb IIallUCHTaM C 3a00JIeBaHUSIMH ICYCHH,
CONMPOBOKAAOIIUMHUCA IICYCHOYHOM HCAOCTATOYHOCTBIO.

CTH
Z[yJ'IOKCCTI/IH HC PCEKOMCHAYCTCA HNPUMCHATL ACTAM B BO3pacTe 10 18 meT B CBsA3U C
HEAOCTATOYHOCTHIO JaHHBIX I10 €I'0 0€30IMaCHOCTH B 3(1)(1)CKTI/IBHOCTI/I pu MPUMCHCHUU Y 3TOH
BO3p3.CTHOI>i TpYyIIIbI MTaIUCHTOB.

Cnoco0 npuMeHeHus
Baytpb. Karcymbl ciieayeT nporiaTbiBaTh HEJIHMKOM, HE Pa3KEBbIBas U HE U3MEJIbyasl.

Henp3s Il06aBJ'I$ITB npenapar B Ny Ujinu CMCIIMUBATH €TI0 C JKUAKOCTAMHU, TaK KaK 3TO MOKET
MMOBPCAUTH KUIICUHOPACTBOPUMYIO O60J10‘1Ky OCJIJICT.

OTMeHa Tepanuu

Cnenyet uzberath pe3koil OTMeHbI Tepanuu. [Ipu nmpekpaiieHun JiedeHus 103y TyJIOKCEeTHHA
ClieyeT MOCTENEHHO YMEHbIIATh B TeueHHe |—2 Hemenb A TOro, YTOObI CHU3UTH PHCK
pa3BUTHUS CHHAPOMA «OTMEHb». EciM mocie CHIKEHHS A03bl WIHM TOCHE MpeKpaIieHUs
JICYCHUS BO3HHMKAIOT BBIPAXCHHBIE CHUMITOMBI CHHAPOMA «OTMEHBD», TO MOXKET OBITh
pPaccMOTpPEHO TPOAOIDKEHUE MpHeMa paHee Ha3HA4YeHHOM J03bl. BrociencTBUUM MOXKHO
MIPOJIOIKUTh CHUKEHHE JTO3BI, HO elle 0oJiee MOCTENEHHO.

4.3. IIpoTuBONOKA3aHUA

e [unepuyyBCTBUTENBHOCTh K JIYJOKCETUHY WJIM K IIOOOMY M3 BCIIOMOTaTelbHBIX
BELIECTB, IEPEUNCIICHHBIX B pa3aene 6.1.

e OJIHOBpPEMEHHOE MPUMEHEHHE C MHruouTopamMu MoHoaMuHokcuaassl (MMAO) (cm.
paznen 4.4.).

e HekoMreHcHpOBaHHAs 3aKPBITOYTOJIbHAS [J1ayKOMA.

e Bo3spacr no 18 ner.

e 3a0oseBaHMs NIEUYEHH, COMPOBOXKIAIOIINECS TIEYCHOYHOM HEOCTAaTOUHOCTHIO.



COOTBETCTBYET 3KCNEPTHOMY OTYETY

o Ar A Anar be EoEn
o1 20.03. 2026 N2 5755

e OJHOBPEMEHHOE MPUMEHEHUE MOIIHBIX I/IHFI/I6IIngBE)'];| E'ﬁgo%ﬁgﬁgatrg '::E?I(f‘i%ji:'

(pryBOKCAMUH, IUNPO(IOKCALINH, SHOKCALIUH).
e XpoHHuecKas MoveyHas He1ocTaTouHOCTh TspKkenoi crenenu (KK menee 30 mi/mun).
e HekoHTponupyemas apTepuaibHasi TUIIEPTEH3HSL.

4.4. OcoOble yKka3aHus ¥ MepbI PeI0CTOPOKHOCTH NPH NIPUMEHEeHUH

ObocTpeHre MaHUAaKaJIbHOIO COCTOSHUS/CYIOPOTH
JIYIIOKCETHH CIIAyeT C OCTOPOXKHOCTbIO MPHUMEHATh Yy MAIMEHTOB C OWIOJISPHBIM
paccTpoiCTBOM, MaHUAKAIBHBIMU 3MHU30aMHU U (W) CyIOpOTaMH B aHaMHE3e.

Munpuas
[Ipu mpueme IyloKCeTHMHA HAOMIOAANUCH CIy4Yaul MUApHA3a, MOITOMY CIEAyeT MPOSBISATH

OCTOPOIKHOCTDb IPpHU NPUMCHCHUHU NYJIOKCCTHHA Y IMAIIUCHTOB C IMOBBIIICHHBIM BHYTPUTJIA3HBIM
AABJICHUCM WJIN Y JIUL C PUCKOM PA3BUTUA OCTpOfI 3aKpLITOy1“0JILHOfI rIayKOMBI.

IloBbliieHue apTepuaibHoro gasiaeHus (A1)

B enuHMYHBIX citydasx oTMedalics noabeM A/l B mepuos neueHus 1yJI0KCETUHOM. JTO MOXKET
OBITh CBSI3aHO C HOPAJAPEHEPrMYECKUM JEHCTBHEM IyIOKCEeTHMHA. Takxke ObUIM Cilydau
TMIIEPTOHMYECKOT0 KpU3a y MalMeHTOB, IPUHUMAIONIUX AYJIOKCETHH, OCOOCHHO Y MAIUEHTOB
C YK€ HMEIOLICHCSA apTepUaIbHOM runepreHsued. [1oaToMy y manueHToB ¢ apTepuaIbHOR
TUNepTeH3uedl U (MJIM) MHBIMH CEepACYHO-COCYIUCTHIMU 3a00JEBaHUSAMU PEKOMEHIIOBAHO
POBOJIUTH MOHUTOPUHT AJl, 0cOOEHHO B TeueHME MEpPBOro Mecsua JiedeHus. [lymokceTuH
ClIelyeT NPUMEHATh C OCTOPOKHOCTBIO y MAIMEHTOB, COCTOSIHUE KOTOPBIX MOXET OBITh
OCJIO)KHEHO BCJIEJICTBHE YBEJIMYEHMS YacTOThl cepaeuHblx cokpaumienuit (YCC) wumm
noselmieHuss AJl. Crnenyer Takke ¢ OCTOPOKHOCTBIO IIPUMEHATH TyJOKCETHH C IIpenapaTaMy,
KOTOpbIE MOTYT Hapymarh ero MetabonusMm (cm. pazzaen 4.5.). Ilpu ctoiikom noBsieHnu AJJ
Ha (oHE mpuema JyITOKCEeTHHA CJIeIyeT PacCMOTPETh BO3MOXKHOCTh KOPPEKLMHU J03bl WUIIH
MIOCTENIEHHOM OoTMeHBbI mpemnapara (cM. paszen 4.8.). He cineayer nmpuUMEHATh TyJIOKCETUH Y
NAIMEHTOB ¢ HEKOHTPOJIMPYEMOH apTepualibHON runepren3uei (cMm. pasaen 4.3.).

Hapymienne QyHKIMy nouek

Y manuMeHToB ¢ HapymieHHeM (YHKIMK TOYEK TSDKEIOW CTEMeHH, HaXOJSIIUXCS Ha
remoaunanuse (KK menee 30 mur/muH), HaOIr01a€TCS OBBIIICHUE KOHIICHTPAIMH TyJIOKCETHHA
B I1a3Me KpoBH (cM. pazaen 4.3.).

CepOoTOHMHOBBIN CHHIPOM/3JI0Ka4eCTBEeHHBIN Hewponentuueckuii cunapom (3HC)

Kak W mnpu mnpuUMEHEHHM JPYruX CEpOTOHHMHEPTHYECKUX IpenaparToB, IpH JICUCHUH
JTYJIOKCETUHOM MOJKET BO3HMKaTh cepoTOHMHOBBIN cuHapom wi 3HC — coctosiHue,
NPEJCTaBIAIONIEe TOTCHIUANIBHYIO YIPO3Y Ul )KU3HHU, B OCOOEHHOCTH MPH OJJHOBPEMEHHOM
MPUMEHEHHH C IPYTUMHU CEPOTOHMHEPTUUECKUMU IIperapaTaMu (B TOM YHCJIIE C CETICKTUBHBIMU
uHruouropamu odparHoro 3axsara ceporonnHa (CMO3C), unrubutopamMu oOpaTHOTO 3axBaTa
ceporonnHa u HopaapeHaiuHa (MO3CH), TpunmMkindeckuMu aHTHICIPECCaHTaMH,
TpunTaHamu, OynpeHop(hHHOM), MpernapaTaMy, HapyHIAIOIUMH MeTa0OoJIM3M CEpOTOHHHA,
takumu kak UMAQ, uin aHTUTICUXOTHYECKUMH TIpenapaTaMu JIM00 IpyrUMU aHTarOHUCTaMHU
nohaMuHa, KOTOpPbIE MOTYT OKa3bIBaTh BO3JEHCTBME HA CUCTEMbI CEPOTOHMHEPTHYECKOM
Heliponepenauu (cm. pazaensi 4.3.,4.5.).

CUMIOTOMBI CEPOTOHMHOBOIO CHUHAPOMA BKJIIOYAIOT HM3MEHEHUs MCUXMUYECKOTO COCTOSHHS
(Hampumep, BO3OYKIEHHUE, TaUTIOIMHALIMK, KOMa), PacCTPONCTBO BEreTaTUBHOW HEPBHOM
CUCTeMBbl (HampuMep, TaXuKapAus, JaOWIbHOCTH AJl, TumepTepMus), HEPBHO-MBILIICYHbBIE
HapylieHus (Hampumep, runeppediaexcus, paccTporcTBO KOOPAUHALIMK) U (UIH) CUMIITOMBI
CO CTOpOHBI xemynouHo-kumieyHoro Tpakra (JKKT) (manmpumep, TOImIHOTA, pBOTA, IUAPEs).
CepoTOHMHOBBIN CHHIPOM B CBOei Hambosee Tspkenoil ¢opme Moxker HamomuHaTh 3HC,
KOTOPBIA BKJIIOYAET TUIEPTEPMUIO, PUTHIHOCTH MBIIIL, TOBBIIICHHAas KOHLEHETpalus
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OBICTPBIMU KOJICOAHUSMH JKU3HEHHO BA)XKHBIX MOKa3aTeled M M3MEHEHUSMHU ICUXHUYECKOTO
cTaryca.

Ecau CONMyTCTBYOICC JICUCHUC HOYJIOKCCTHUHOM W APYIUMH CCPOTOHHUHCPIrUUCCKUMU
npenaparaM, KOTOpPbIC MOT'YT OKa3aTb BO3JCHCTBUE HA CHUCTEMBI CCPOTOHUHECPTI WYECKOU U
(I/IJ'II/I) ﬂO(I)aMHHepFquCKOﬁ Heﬁponepeﬂaqﬂ, KIIMHAYCCKU II0Ka3aHO, TO PCKOMCHIAYCTCA
TIIATCIIBHO Ha6J'IIO,Z[aTB 3a COCTOJAHHMECM IIallMCHTA, 0COOCHHO B Hayaje JICUCHHUS WU npu
ITOBBIIICHUHU O03bI.

[Ipenaparte! 3Bep0o60s MPOABIPABIASHHOTO

[Ipy OAHOBPEMEHHOM NPUMEHEHHM JYJOKCETMHA C PACTUTEIbHBIMU MpernapaTaMu,
coJiepKaliuMu 3Bepo0oii TPOIBIPSBICHHBIHN, MOBBIIIAETCS YaCTOTA PA3BUTHUS HEXKEIATEIbHBIX
peaKuui.

CyunmjalibHOE ITOBEJICHHUE

Lenpeccusi u cenepanu3o8aHHOe MpeBOHCHOE PpACCMPOUCmME0: BO BpEMS JIENPECCUH
MOBBIIIACTCS] PUCK BO3HMKHOBEHHSI MBICICH O CyWIUJe, HaHECEHUs ceOe MOBPEXKICHUN U
cyuiuaa (cyunmaaibHOro moBeneHus). JlaHHBIA pHCK COXpaHseTCs OO0 HACTYIJICHUS
3HAYUTENbHON pemuccuu. [I0CKONbKY yimydllleHre MOXET HE HACTYINaTh B TEYEHHE MEPBBIX
HECKOJIbKUX HeJesb JICUCHUsS WU JOJbIIe, CIeAyeT TIIAaTeIbHO HAOMI0AaTh 332 COCTOSHUEM
MAIMEHTOB J0 TeX MOp, MOKa yIydyllIeHne He HacTynuT. Kak mokaspiBaeT 00Imuid KITMHHYECKUN
OTIBIT, PUCK CYUIIUA MOXKET YBEIIMUYMUBATHCS HA pAHHUX dTanaxX BOCCTAHOBICHUS.

Jlpyrue INCUXMYECKUE COCTOSIHUS, U JIEYEHMs] KOTOPBIX HAa3HA4YalOT AYJIOKCETHH, MOTYT
TakXe ObITh CBA3AaHBI C MOBBIIICHHBIM PUCKOM CYHUIUAAIBHOTO noseneHus. Kpome toro, atu
COCTOSIHUSI MOTYT COITyTCTBOBATh OOJIBLIOMY JIEPECCUBHOMY paccTpoiicTtBy. IlosTomy mpu
JICUEHUH MAIMEHTOB C JPYTUMH IICUXUYECKUMU COCTOSHUSAMHM CleayeT cOOII0IaTh Takue ke
MepbI IPEOCTOPOKHOCTH, UTO U IIPH JICUEHUH NALIUEHTOB C IEIIPECCUEN.

VY CTaHOBJIEHO, YTO MAIUCHTHI C CYMIIMJAIBHBIM IMOBEJACHUEM B aHAMHE3¢ WU MAIMCHTHI, Y
KOTOPBIX HAOJIFOIAIMCh MBICIH O CYHITUJIC IO Havaja JICYCHHUS, TOIBEPIKEHBI OOJIBIIIEMY PUCKY
MOSIBJICHHSI MBICIICH O CYWIIMIE WIM CYHMIUAAIbHOTO MOBeACHUsA. HeoOXoauMo TIaTeNbHO
CJIC/IUTH 32 COCTOSIHUEM TaKUX MAIMECHTOB B TCUCHUE BCETO MEPHO/Ia JICUCHUS. AHATUTHYCCKHE
0030pbI PE3yJabTaTOB Psijia MCCIICOBAHUI C PUMEHEHHUEM aHTHCTIPECCAHTOB JIJIS JICUCHUS
MCUXUYECKUX PACCTPOMCTB YKa3bIBAIOT HA TOBBIIICHHBIA PHCK Pa3BUTHUS CYHIUAATBHBIX
MBICTICH M (MJIM) CYMIIMIAILHOTO MOBEICHUS Yy MAllMEHTOB MIIajiie 25 JeT, MOJyYaronux
AHTHUCTIPECCAHTBI, IO CPABHEHHIO C MALIMCHTAMH TOH K€ BO3PACTHOI IPYIIIbI, OTYYaIOIMMU
mianeoo.

Cnyan/I MOSIBIICHUSI MBICIIEH O Cynauac U CynuuaaJdbHOTO IOBCACHUA OTMCUAIIMCh B XOOC
TCpalluu OYJIOKCECTHUHOM HJIM BCKOPE NMOCIC OTMCHBI TCPpallin (CM. pasacit 48)

Ha paHHHUX IJSTalax JICHCHHA, a TAKIKC IIOCJIC HU3MCHCHUSA HO3bI HCOGXOJII/IMO TIIATCIIBHO
Ha6J'IIO,Z[aTB 3a COCTOAHHUECM IIAlIUCHTOB, B 0COOEHHOCTH TCX, KOTOPBIC OTHOCATCA K I'PYIIIC
BBICOKOT'O PHCKa. ITanuenTos (I/I JiiL, OCYIICCTBJIAIOIINUX YXOZ 34 HaI_[I/IeHTaMI/I) cJeayer
npeaynpeauTtb o HeO6XOI[I/IMOCTI/I BCCTHU Ha6JIIOIIeHI/Ie 3a COCTOAHUCM Ha MPEAMCT J1I000ro
KIIMHUYCCKOTO YXYAIICHUS, MOABJICHUA CYUITUAAIIBHOI'O IMTIOBEACHUA U MBICJIEH O Cynuuac n
HEOXKUAAHHBIX U3MEHCHUMN IIOBCICHHU, a TAKKE O HCO6XOI[I/IMOCTI/I HEMCAJICHHOT'O 06pa].l_[eHI/I$I
3a MEIUIIMHCKOM OMOIILIO IIpU MOABJICHUU TAKUX CUMIITOMOB.

bonesaa ¢opma nepughepuueckoii ouabemuueckoii neliponamuu: KaKk W MPU TPUMEHEHUHU
ApYrUX  JIEKapCTBEHHBIX  CPEICTB C  TOXOXHMM  (apMakoJOTHUECKUM  JCHCTBUEM
(aHTHAETIPECCAHTHI), B XOJ€ Tepanuu TYJOKCETHHOM WM BCKOpE MOCJE€ OTMEHbI Tepamnuu
OTMEYAJIHNCh OTAEIbHBIC CIydaud MOSBICHUS CYMUUAATIBHBIX MbICIEH U CYHIMIAIBHOTO
nosefeHus (MHGopManKioo o (akTopax pHCKa MOSBICHUS CYWIUAAIBHOIO MOBEJCHUS IPH
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MBICJISAX WX YYBCTBAX B 11000€ BpCMmH.

IIpumeHeHMe y IeTe U NOAPOCTKOB Miajame 18 et

JIyIOKCEeTHH HE€ IOJDKEH NPUMEHATHCS Ul JICYEHUs JETeW M MOIPOCTKOB Miaiuie 18 jer.
CyunuaanbHoe HoBeZieHHe (TOMBITKU CYMIUAA U CYMIMJAIbHBIE MBICIH) M BpaXJeOHOCThH
(rmaBHBIM 00pa3oM arpeccus, OIIMO3MIMOHHOE IOBEACHUE, THEB) B XOJAE KIMHHUYECKUX
UCCIIeZIOBAaHUI yale HaOIIo1anuch y AeTell U MOJIPOCTKOB, IPUHUMABIIMX aHTUCTIPECCAHTHI
(o cpaBHEHUIO C rpynnoii miane6o). Jlonrocpounsle JaHHbIE, KacaloLUecs BIUSAHUSA Ha POCT,
CO3peBaHMe, KOTHUTUBHOE U MIOBEJICHUECKOE PA3BUTHE OTCYTCTBYIOT (CM. paszaen 4.3.).

KpoBoTteuenus

Co00111a710ch 0 HapyIICHUSAX, CBI3aHHBIX C KPOBOTEUEHHEM, TAKUX KaK SKXUMO3bI, IypIypa U
kpoBoreueHus B JKKT, B cBs3u ¢ npumenennem CHMO3C u MO3CH, B ToM umcie TyJ0OKCETHHA.
JIylIOKCETMH MOXKET IMOBBIILIATh PUCK pa3BUTUSA IOCIEPOJOBOIO KPOBOTEUYEHMS (CM.
paznein 4.6.). IloaTromMy IyJIOKCETHMH CIEAYET C OCTOPOKHOCTHIO NPUMEHSTH y MNAIlMEHTOB,
MPUHUMAIOIIUX AHTUKOATYJISTHTHI U (UJIH) IEKapCTBEHHbIE IIPenapaThl, BIUSIOLINE HAa (PyHKIIUH
TPOMOOIIMTOB  (HANpUMeEp, HECTEPOMIHbIE MPOTHUBOBOCHIAIMTENbHBIE IpernapaTbl MU
alleTWICAIMLIWIOBAs KUCIOTa), M Yy TMAalUEHTOB C YCTAHOBJIIEHHOW CKJIOHHOCTBIO K
KPOBOTEUECHUSM.

I'mnonarpuemus

OTmedanuce cilydyau THIIOHAaTPUEMHUH, B TOM UYHCIIE CO CHWKEHUEM COJIEpKaHUS HATpus B
chIBOpOTKE KpoBU MeHee 110 mmonb/n). ['unonarpueMus MoxeT ObITh CBSi3aHA C CUHJIPOMOM
Hea/leKBaTHOM cekperuu antuaunyperuueckoro ropmona (CHC AZIT). boabmuHCTBO U3 3TUX
CJIy4aeB OTMEYAJIHMCh y MAIIMEHTOB MOXMJIIOT0 BO3pacTa, OCOOCHHO B COYETAaHUH C U3MEHEHHEM
BOJIHOTO OajaHca B HEJaBHEM aHaMHE3€ WM COCTOSHHMEM, IPEeIpacrojararoliuM K TaKOMY
HU3MEHEHHUIO.

Cnez[yeT NpOoABJIATE OCTOPOXHOCTL IIPpU JICHCHHUU IMMAUCHTOB C IMOBBIIICHHBIM PHCKOM
pasBUTUA THUIIOHATPUEMHUHN, HAIIPUMEP, IMALIUCHTOB TIIOKHUIJIOITO BO3paCTd, MNAIHUCHTOB C
HUPPO30M, 00€3BOKMBAaHUEM HIIH ManuCHTOB, IPUHUMAOIINUX NUYPCTUKU.

OtmeHa Je4eHus

[Tpu npexpaleHny JeueHns, 0coOEHHO B CIy4yae pe3Koil OTMEHBI Ipernapara, 4acTo BO3HUKAIOT
CHUMIITOMBI CHH/IPOMA «OTMEHbI». B KIMHUYECKUX UCCIeI0BaHUAX HEXeaTeIbHbIe PeaKLuy,
HaOJrofaeMble MPH PE3KOW OTMEHE Ipernapara, BO3HUKAIM MpHOIM3UTENbHO y 45 %
NAIMEeHTOB, MOJYYaBIINX AYJIOKCETHH, U Y 23 % ManueHToB, Mojy4yaBIIuX Iuianedo. Puck
pa3BUTHS CHHIPOMA «OTMEHb», HaOmromaemoro mnpu mnpekpamenuun npuema CHUO3C u
NO3CH, moxeT 3aBUCETh OT HECKOJIBKUX (PaKTOPOB, BKIIOYAs MPOJOKUTENBHOCTh TPHEMA U
703y Tpemnaparta, a Takke OT CKOPOCTH CHIDKeHHs 103bl. HambGonee pacrpocTpaHeHHbIE
peakiuu nepeurcieHsl B pasznene 4.8. Kak mpaBuio, peakuuu, CBsSI3aHHbIE C OTMEHOM
npernapara, HpOSBIAIOTCA B JIETKOM JIMOO yMEpPEHHOH CTENeHH, OJHAKO Yy HEKOTOPBIX
MAIMEeHTOB MOTYT MPOTEKaTh TsKes10. CUMITOMBI CHHIPOMA «OTMEHBD» OOBIYHO BO3HUKAIOT B
TEUYEHHUE MEePBbIX HECKOJBKUX JHEW IMOCie OTMEHBI JICYEHUS U MPOXOAAT CaMOCTOSATENBHO B
TEYEeHUE 2 HeJlleNb, XOTs Y HEKOTOPBIX JIMII MOTYT COXpaHSATbCS Jojblue (2—3 mecAua HIu
Oosee). B oueHb peKuX Cilydasix CUMIITOMBI CHHAPOMA «OTMEHBD) Pa3BUBAIUCH Y MAIIUEHTOB,
CJlyyailHO MpomycTHBIIUX 103y. [Ipu mpekpaimieHun jeueHHus pPeKOMEHIYEeTCs MOCTETEHHO
CHIDKATh /03y JYyJOKCETWHAa Ha TNPOTSHKEHUM HE MeHee 2 Henlelb, B COOTBETCTBHM C
NoTpeOHOCTAMH MALUEHTOB (CM. pa3zaen 4.2.).

JIuia noxusoro Bo3zpacra

JlaHHBIE O MPUMEHEHHUHU IYJIOKCeTHHA B 03¢ 120 Mr y ManMeHTOB MOKWJIOTO BO3pacTa ¢
Jernpeccueil M TeHepaIu30BaHHBIM TPEBOXKHBIM PacCTPOMCTBOM orpaHudeHsl. Cremyet
MPOSIBJIATE OCTOPOXKHOCTH IPH JICYEHUU MALMEHTOB IMOKUIOTO BO3pAcTa JYJIOKCETHUHOM B
MaKCUMaJIbHBIX 03ax (cM. pa3zaensl 4.2., 5.2.),




COOTBETCTBYET 3KCNEPTHOMY OTYETY

T 20.03.2026 N2 5759
— ., ) =y’
oT AU U2 ZUsh W= /03

AKaTH3UsI/IICHXOMOTOPHOE BO36GY)KICHHE (MOCNEOCBATENEHOCTE 0013

HpI/IMeHeHI/Ie AYJIOKCCTHUHA OBLIO aCCOLIMUPOBAHO C pasBUTUEM AKaTHU3H1H,
xapaKTepmonmeﬁc;I Cy6’bCKTI/IBHO HCMPUATHBIM HJIM PaCCTpanBaArOIIUM BO36y>KI[CHHLIM
COCTOSAHHUEM H HOTpC6HOCTBIO B JABHMI)KCHHH, 4YaCTO COHpOBO)KIIElIOU.ICfICH HECIOCOOHOCTHIO
CIIOKOMHO CHJIETh WIH CTOATh. E€ BO3ZHHKHOBEHHE HanOoJjee BCPOATHO B TCUCHUC IICPBBIX
HCCKOJIBKHMX HCEACIIb JICUCHUA. HaI_II/IeHTaM, Y KOTOPBIX Pa3BUBAKOTCA TAKHC CHMIITOMBI,
MOBBIIICHUEC JO3bI MOKCT HAHCCTU BPCA.

JlekapcTBEHHbIE Mpenaparkl, cojiepKaline TyJI0KCeTUH

JIyIOKCEeTUH NpPHUMEHSAETCS IO0J Pa3HbIMM TOPrOBHIMHM HAMMEHOBAaHUSAMHU [0 HECKOJIBKUM
nokazaHusM (JiedeHue OosieBol  (opMbl  quabeTHyecKoW HeWpomaTHH, JAENpecCuH,
TeHEPATM30BAHHOTO TPEBOYKHOT'O PACCTPONCTBA U CTPECCOBOTO HeaepkaHus Moun). Cremyer
n30eraTh OJHOBPEMEHHOI'O IPUMEHEHUS MPEenapaToB, COACPIKAIINX TyTOKCETHH.

['enaTUT/MOBBINIEHNE AKTUBHOCTH (DEPMEHTOB IIEUEHH B II1a3M€ KPOBU

IIpy npumeHeHMM IyJIOKCETHMHAa OTMEUYAIMCh CIy4dad IMOPAXKEHHUsS [EUEHU B TOM UHUCIE C
BBIPQ)KEHHBIM TOBBIIIEHUEM AaKTHUBHOCTH (epMeHTOB mneueHu (6osnee yem B 10 pa3 mo
CpPaBHEHHMIO C BEpXHEH TrpaHulell HOpPMBI), rematuta W Kedaryxu (cMm. paszzgen 4.8.).
BonbIIMHCTBO M3 HUX BO3HMKAJIU B TEUEHUE MEPBBIX MECALEB JiedeHus. [loBpexaeHne neueHn
HOCWJIO, TJIaBHBIM 00pa3oM, TIenaTOLEIUIIONApHbIN Xapakrep. JlYIOKCEeTHH cleayeT ¢
OCTOPOXKHOCTBIO Ha3HAuaTh INAIMEHTaM, IOJIYYalOIUM JAPYrHe JIEKapCTBEHHBIE CPEICTBaA,
KOTOPBIE€ MOT'YT IIOBJIUATH HA COCTOSIHUE NTEYECHH.

CekcyanbHast TUCQYHKIUSA

[Tpuem CUO3C/MO3CH MoryT BbI3bIBATH CUMIITOMBI CEKCYaIbHOM TUCHYHKINU (CM. pa3jien
4.8.). Coobmasoch 0 JAIUTENbHON CEKCyalbHOW JTUC(YHKIMHM, CHUMITOMBI KOTOPOM
coxpaHsutuch ¥ nociue npekpamienus npuema CUO3C/MO3CH.

BcenomorarenbHble BelecTBa

Caxaposza

[TaneHTaM € peaKo BCTpEyarolleicsl HACIEICTBEHHOM HENepeHOCUMOCThIO (PYKTO3bI,
IJII0K030-TaJIaKTO3HON ManibabcopOImen mim 1eUITOM caxapasbl-U30MalbTa3bl HE CIIEAYeT
IIPUHUMATD JaHHBIN JIEKApCTBEHHBIN ITpenapar.

4.5. B3aumoaecTBHe ¢ APYIMMH JIeKADCTBEHHBIMH INpenaparamMM M Jpyrue BHIbI
B3aMMOJAEHCTBUA

NUMAO

M3-3a pucka pa3BUTUS CEPOTOHMHOBOTO CHUHApPOMA AYJIOKCETUH HE CIEAYeT INPUMEHSATH B
komOunaiu ¢ UMAO u B TeyeHue, Kak MUHUMYM, 14 nHel mocie NmpekparieHus JeUeHHs
NMAO. OcHoBbIBasiCh Ha NPOJOJKUTEIBHOCTH MEpUOJa MONyBbIBeAeHU U3 kpoBu (T12)
IYIOKCETHHA, CJIEyeT CAeIaTh IepEPbIB, KAK MUHUMYM, Ha 5 HEH N0CJIe OKOHYAaHUs IpUeMa
nynokcerrnHa nepen npuemMom MMAOQO.

He cnemgyer omHOBpEeMEHHO MPUMEHSTHh TYIOKCeTUH M cenekTuBHbie IMAQO o6patuMoro
NeCcTBUS, Takue Kak Mokinooemun. [larmueHTtam, NMpUHUMAIOMINM AYJIOKCETHUH, HE CIIETyeT
Ha3Ha4YaTh AaHTHOWOTHK JHHE30NUM, T. K. OH sBisieTcs HeceneKTuBHBIM MMAQO o6patumoro
JICHCTBUSL.

Wuruburopsl nzodepmenta CYP1A2

B cBa3u ¢ tem, uro uzodpepment CYPIA2 yuactByer B Meraboiu3Me yJOKCETHHA,
OJTHOBPEMEHHBI MNpHEM JyJOKCETHHAa C MOTEHLUMATbHBIMM HHTHOUTOpaMH H30(pepMeHTa
CYP1A2, BeposATHO, IpuUBENET K IOBBIIIEHUIO KOHLEHTPALMM JYJIOKCETHHA. MOIIHbIN
unru6urop nzodepmenta CYP1A2 dayBokcamun (100 Mr ofuH pa3 B IeHb) CHIDKA CPEIHUIMA
IUTA3MEHHBIA KIMPEHC NYJOKCETHHA NPUMEPHO Ha 77 % W yBenn4yuBaJ 3Ha4CHHUE TOKa3aTels
«IJIOLIAAb IO KPUBOM «IUIa3MEHHAs KOHLEHTpALUsA-BPEMs» C MOMEHTa IIpUEMa JI0
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o0pa3oM, He CllefyeT HMPUMEHSTh TYIOKCETUH OJHOBPEMEHHO C MOIIHBIMH MHIHOUTOpaMHU
nzopepmenta CYP1A2 (nanpumep, GpayBokcamun). Cienyer co0mo1aTh OCTOPOKHOCTh MPH
NPUMEHEHUH JyJoKceTMHa ¢ wuHruouropamu wuszopepmenta CYP1A2 (mampumep, c
HEKOTOPbIMHM XWHOJIOHOBBIMU aHTHOMOTHKAMHU) M PACCMaTPUBATh BO3MOKHOCTh ITPUMEHEHHS
MEHBUINX 703 1yJOKCETHHA.

IIpenapatsl, BIUAIONINE HA IICHTPAJIbHYIO HEpBHYIO cuctemy (ITHC)

Puck OJIHOBpEMEHHOTO NPUMEHEHHUS MAYJIOKCETMHA C JAPYTMMHU IpernapaTramMH, aKTUBHO
BiusttominMu Ha LTHC, cucrematndyecku He U3ydancs, 3a HCKIIIOYEHUEM CITy4aeB, ONMMCAHHbBIX
B gaHHOM paznene. CreayeT NpOsIBIATH OCTOPOXKHOCTh IMPU NPUMEHEHHUHU JIyJOKCETHHA
OJTHOBPEMEHHO C JPYTrUMH NpernapaTaMu U cpeactBamu, BaustonmMu Ha [THC, ocobenno ¢
TEMH, KOTOPbIE UIMEIOT CXOXKHIM MEXaHU3M JeHCTBU, BKIIIOYasi 3TAHOJ U CeJaTUBHBIE CPE/ICTBA
(Oenzonuazenuubl, MOP(OUHOMHUMETHKH, aHTHIICUXOTHKH, (eHoOapOuTan, ceaaTuBHbIC
aHTUTMCTaMUHHbIE Tpenapathl). OJHOBpEMEHHOE NPUMEHEHHE C JIPYyTMMH IIpernaparami,
obnafaromumMm cepoToHuHeprudeckum aevictsueM (Hampumep, MO3CH, CUO3C, tpunrtanst
U TpamaJioil), MOKET MPUBOAUTH K PA3BUTHUIO CEPOTOHMHOBOIO CHHIPOMA.

CepOoTOHMHOBBIN CHUHAPOM

B peakux cnywasx npu oxHoBpeMeHHoM npumeHeHun CHO3C u HO3CH ¢
CEepOTOHMHEPTUYECKUMU IpernapaTaMu HalIroancs cepoTOHMHOBBIN cuHIpoM. Heo6xonumo
coONMoaTh  OCTOPOKHOCTh  TPU  NPUMEHEHUM  TYIOKCETMHA  OJHOBPEMEHHO  C
cepoToHHHepruueckumu mnpenaparamu, takumu kak CHUO3C, MO3CH, tpunukindeckue
aHTUJETIPECCAaHThI (KIoMHUNpaMuH win amMutpuntuwind), UMAO (Hanpumep, MOKiIoO6eMusa u
JUHE30JIMI), Tpemapartbl  3Bepo0Os  MPOABIPABICHHOTO, BEHJA(paKCHH, TPUIITaHBbI,
OynpeHopuH, TpaMaa0Jl, NETUANH H TPUNTO(AH.

BiusHue aynokceTrnHa Ha Ipyrue npenaparsl
IIpenapamul, memaboausupyrowuecs uzopepmenmom CYPIA2
OnHOBpeMeHHOE MpHUMEHEHHe ayiaokceTnHa (60 Mr nBa pa3a B CYTKH) HE OKa3bIBaJIO

3HAYUTCIIBHOI'O BJIIMAHUA Ha (bapMaKOKI/IHeTI/IKy TCO(I)I/IJ'IJ'II/IHa, KOTOpBII71 ABIIACTCA Cy6CTpaTOM
CYPI1A2.

IIpenapamul, memaboauzupyrowuecs uzopepmenmom CYP2D6

JIyllOKCeTHH sBIsieTCs yMepeHHbIM HHruoutopom wuzopepmenta CYP2D6. Ilpu npueme
IOylOKceTHHa B fo3e 60 Mr aBa pa3a B CYTKH OJHOBPEMEHHO C OAHOKDPATHBIM IIPHUEMOM
nesunpamuHa, cyocrpata wuzopepmenta CYP2D6, 3HaueHus IUomaad TmOJ KpUBOM
«koHeHTpanusg-speMs» (AUC) nezunpamuHa NoBbIIIAIKCH B 3 paza. OTHOBpEeMEHHBIH pHeM
nynokcetrHa (40 Mr 1Ba pa3a B cyTkH) nosbiman 3HaueHust AUC tontepoauna (2 Mr aBa pasza
B cyTku) Ha 71 %, HO He oOKa3blBaJ BJIMAHUS Ha (PaPMAKOKUHETHKY €ro akTUBHOIO 5-
THJIPOKCUMETA00IINTa, TI03TOMY KOPPEKIMH 103kl He TpeboBanock. Takum oOpazom, ciiemyer
IIPOSABIIATH OCTOPOKHOCTh IIPU TNPUMEHEHUHM MOYJIOKCETHHA C IpenaparaMi, KOTOpPbHIE B
OCHOBHOM  MeTabosn3upyroTcs ¢ mnomombio  u3zodpepmenta CYP2D6  (pucnepunos,
TPULMKIMNYECKAE aHTUACTPECCAHThl, TaKW€ KakK HOPTPUNTWINH, AaMUTPUNTWIMH H
UMUIPAaMHUH), OCOOCHHO €CIIM OHM HMEIOT Y3KUH TepamneBTUUYEeCKUH HHICKC (Hampumep,
¢bnekanHua, nponadeHoOH U METONPOJION).

Huzubumopul uzopepmenma CYP2D6

Tak kak m3opepment CYP2D6 yuactByeT B MeTaboNM3Me yJIOKCETHHA, OJHOBPEMEHHOE
IPUMEHEHHE JIyJOKCeTHHAa C MOIIHbIMM HHruoutopamu uzopepmenta CYP2D6 moxer
IIPUBECTH K MOBBIIIEHUIO KOHIIEHTpauu ayiokceTuHa. [Tapokcetun (20 Mr ofuH pa3 B CyTKH)
CHIDKAJI CPEHUI KIIMPEHC NyJIOKceTHHa IpuMepHo Ha 37 %. Ilpu npumeHeHun nynokceTuHa
¢ unruburopamu wu3odepmenta CYP2D6 (manpumep, CHUO3C) crnenyer cobmonaTh
OCTOPOXKHOCTb.

Konmpayenmuevl ons npuema nymps u opyaue cmepouonvie npenapamol
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IOYJIOKCETMH HE WHAYLUPYET KaTaIUTHYECKyl0 akTuBHOCTh u3opepmenta CYP3A.
Crnenuduyeckre UCCIEAOBAaHUS JICKAPCTBEHHBIX B3aWMOJICHCTBUH B YCIOBHMSAX in Vivo He
IIPOBOJMIINCK.

AHmuK‘OClZyJZﬂHmbl u aHmump0M60multeCKue npenapamal

B cBA3m ¢ 1NOTEHUMAIbHO IIOBBHIIICHHBIM PUCKOM KpOBOTeqCHHﬁ, CBA3aHHBIX C
(bapMaKOI[I/IHaMI/I‘-IeCKI/IM BSaHMOHeﬁCTBHeM, HCO6XOJII/IMO MMPOABJIATE OCTOPOKHOCTH IIPpU
OOAHOBPCMCHHOM IMPUMCHCHHUU AYJIIOKCECTHHA WU AHTHUKOAT'YJIIHTOB HJIN aHTI/ITpOM6OTI/I‘{eCKI/IX
npemnaparos. KpOMe TOro, Npu OAHOBPEMCHHOM IPUMCHCHUU NOYJIOKCECTHUHA H Bap(bapI/IHa
MOBBIIIAJIOCH 3HAUYCHUC MCIKIAYHAPOAHOTO HOPMAJIN30BAHHOI'O OTHOIICHUA (MHO) Tem He
MCHCC, OIHOBPCMCHHOC IMPUMCHCHUEC NYJIOKCCTHUHA U Bap(bapI/IHa B CTAaOMJIbHBIX YCIOBUSX Y
300POBBIX IIO6pOBOJ'H:I_ICB B paMKax KIIMHHUYCECKOI'0 UCCIICAOBAHU (I)apMaKOJ'IOFI/II/I HEC BBISIBUJIO
KIMHUYCCKH 3HAYMMOTO HM3MeHeHus mnokazarens MHO ot CpCAHCTO WJIM U3MCHCHUMA
(bapMaKOKI/IHeTI/IKI/I IMpaBoO- WJIX JICBOBPAIIAOIICTO U30MEpa Bap(bapI/IHa.

Bausnue apyrux npenapaToB Ha yJOKCETUH

Aumayuowvl u anmazonucmul Hr-eucmamunoguix peyenmopog

OnHOBpEMEHHOE NMPUMEHEHHUE TYJOKCETHHA U aJIOMUHUMN-, MATHUICOAEPKAIIUX aHTALUI0B
WIM JyJOKCeTMHa M (aMOTHIMHA HE OKAa3blBAJIO 3HAYMTEIBHOTO BIIMSHUS Ha CTENCHb
abcopOuMK AyTOKCETHHA NP MPUMEHEHHUH 70361 40 M.

Hnoyxkmoput usogpepmenma CYPIA2

[TonmynsuoHHBIH papMaKOKMHETUUECKUH aHAJIN3 TIOKAa3all, 4To, 10 CPABHEHHIO C HEKYPSALIUMHU
NalMeHTaMH, Y KypsIIUX MalueHTOB KOHLEHTpAIHs AYJIOKCETHHA B IUIa3Me KPOBH MOYTH Ha
50 % Huxe.

IIpenapamul, 6 8blcOKOU cmeneHu C8:A3bl8arOwUecs ¢ OeIKamu niasmol Kposu

JIYIIOKCETMH B 3HAYUTEIbHOM CTEMEHU CBSA3BIBAETCA C OenkamMu Iutasmbl KpoBH (> 90 %).
[ToaTOoMy nmpuUMEHEHME NYJOKCETHHA y NAMEHTA, KOTOPbIM NIPUHUMAET APYroil mpemnapar, B
BBICOKOM CTENEeHU CBA3BIBAIOIIMNCA ¢ OelKamMM IUIa3Mbl KPOBHM, MOXKET IPHUBECTH K
MOBBIIIIEHUIO KOHLIEHTpAIMK CBOOOIHBIX (ppakiuii 000ux nmpenapaTos.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepeMeHHOCTD
HccnenoBanusi Ha JKUBOTHBIX I[OKA3aJdM PENPOAYKTHUBHYH TOKCHUHOCTh HPH CHUCTEMHOMU

AKCHO3ULHNH HIKE MaKCHMaJIbHOU KIMHUYECKOM.

B CIIA u EBpone ObuiM IpOBEAEHBI JBa HAOJIOJATEIbHBIX HCCIEIOBAHUS, PE3YyIbTaThl
KOTOpBIX IOKa3ajy, 4YTO MpH IpUeMe IYIOKCETHHA MXCHIIMHAMU B IIEPBOM TPUMECTpE
OepeMEHHOCTH PUCK BOZHUKHOBEHMSI CEPbE3HBIX BPOXKACHHBIX IOPOKOB PA3BUTHSA y IUIOJA HE
noBbInaercs. [Ipu 3ToM B oTHOILIIEHUHN crIeNU(UUECKUX TOPOKOB Pa3BUTHUS, TAKUX KAaK MOPOKH
cepla, ONpeIeIEHHbIX Pe3yIbTaTOB MOJIyYeHO He ObLIO.

B eBpormeiickoM HcCClIeZIOBaHUM TNPUMEHEHHE JyJOKCeTMHa Yy OepeMEHHBIX J>KEHIIMH Ha
MO3/IHUX CpoKax OepemeHHocTH (rocie 20 Helenu recTaluu) ObUIO CBSI3aHO C MOBBIIIEHUEM
pHCKa NpPEeXIEeBPEMEHHBIX pPOAOB (PHUCK TNOBBILIAJICA He Oojiee, yeM B JBa pas3a, 4TO
COOTBETCTBYET MPUMEPHO 6 TOMOJHUTEIBHBIM CIy4asiM pa3BUTHs MPEXKIEBPEMEHHBIX POJIOB
Ha 100 XeHIIMH, MOTy4aBIINX TyJIOKCETHH Ha MO3JHUX CpOKax OepeMeHHOCTH). bonbIMHCTBO
CllyyaeB MPEXKICBPEMEHHbIX poaoB ObliM Ha 35- u 36-if Hepemsix OepemenHocTH. B
uccnenoBanuy, nposeneHHoM B CIIA, moo0Has 3aKkOHOMEPHOCTh He Ha0JIr0/1a71ach.

Z[aHHLIe HCCIICAO0BaHNU, MMPOBCACHHOTO B CLHA, CBUACTCIILCTBYKOT O IMOBBIIICHHOM PHUCKC
MMOCJICPOAOBOTO KPOBOTCUCHUA (MeHee 4€M B [Ba pa3a) Y KCHIIUH IIOCJIC IMPUMCHCHUA
AYJIOKCETHUHA 3a MECALl OO0 poAOB IO CPaBHCHUIO C JKCHIIWMHAMH, HC IMPUHHMABIINMU
AYJIOKCETHUH 3a MECAL[ 40 NPCAIIOJIaracMbuIxX poaoB.
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OepeMEHHOCTH, B OCOOEHHOCTM Ha TIO3JHUX CpOKaX, MOXET YBEJIMYUBATh PUCK
MEePCUCTUPYIOIIEH JerouHoi runeprensun HoBopoxaeHHbXx (IIJITH). Hecmotps Ha
OTCYTCTBHE HccienoBaHuil mo usydeHuto B3aumocBssu IIJII'H u npumenenus CHUO3C,
NOTEHIMAIbHBI PUCK HE MOXET OBbIThb MCKIIIOYEH, YYHUTHIBasi MEXaHU3M JICHCTBHS
IYJIOKCeTHHA (MHIMOMpOBaHUE 00OpPaTHOTO 3aXBaTa CEPOTOHHHA).

Kak un npu NpUMCHCHUHN APYIruxX CCPOTOHHHCPIrHUYCCKUX MPCraparoB, CUHAPOM «OTMCHBD»
MOXKET Ha6J'IIO,I[aTLCH Y HOBOPOXACHHLIX B CJIydaC MPUMCHCHUSA NYJIIOKCECTHHA MATCPbIO Ha
MMO3JHEM CPOKE 6epeMeHHOCTI/I.

CHHIpOM «OTMEHBD» BKIIOYAET CIEAYIOIIME CUMNTOMBL: cHWkeHue A/l, Tpemop, cuHIpom
MOBBILIEHHON HEPBHO-peQIIEKTOPHON BO30YyAMMOCTH, TPYAHOCTHU KOPMJIEHUS,
pecupaToOpHbIii JUCTPECC-CUHIAPOM, CyIOpPOTH. BONBIIMHCTBO CHMITOMOB Ha0I0al0Ch BO
BpEMS POJOB WM B NIEPBBIE HECKOJIBKO JHEH MOCIE POJIOB.

[Ipenapar [lynokceHTa cieayeT Ha3HayaTh BO BpeMsi OEpEMEHHOCTH TOJILKO B TOM Cllyyae,
€CIIU MOTEHIHANIbHAS [10J1b3a /ISl MaTepU 3HAUNTENbHO MPEBhIIIaeT NOTEHIMATBHBIM PUCK IS
wiona. IlanmeHTs! AOKHBI OBITH TNPEAYNPEXKICHbI, YTO B Cilydyae HACTYIUIGHUS WIH
IUTAHUPOBAHUS OEPEMEHHOCTH B NEPHOJ JICUEHUS 1yJTOKCETUHOM, UM HEOOXO0MMO COOOIUTh
00 3TOM CBOEMY JieHallleMy Bpauy.

JlakTanus

JIymOKCeTHH MPOHUKAET B TPYAHOE MOJOKO B OY€Hb HEOONBIIUX KOJMYecTBax. MiaaeHell
nony4yaer okosio 0,14 % no3bl, moiydeHHOW MaTepbrlo. BBuAY TOro, 4ro HET JAHHBIX O
0€30MacHOCTH TPHUMEHEHUS MYJOKCeTHHA Yy TPYIHBIX MIAJCHIICB, HE PEKOMEHIYEeTCs
KOPMJIEHHUE TPYABIO BO BPEMsI TEPANIUU NYJTOKCETUHOM.

DepTUIBLHOCTD

B uccrnenoBaHusx Ha )KHUBOTHBIX TyJIOKCETHH HE OKa3bIBAM BIHMSIHUS Ha (PEPTHUILHOCTD CaMIIOB.
Brnusinue Ha opraHu3M caMoK ObUIO BBISBICHO TOJIBKO MPU MPUMEHEHHUH 7103, OKA3bIBAIOIINX
TOKCHUYECKOE JICHCTBUE Ha OpraHN3M OEpEMEHHBIX CAMOK.

4.7. Bansine Ha CIOCOOHOCTDH YNPABJATH TPAHCHOPTHBIMH CPeJCTBAMH M PadoTaTh C
MeXaHu3MaMH

HccnegoBanus BO3IACHCTBUS AYJIOKCETUHA Ha CIIOCOOHOCTH YIOPAaBJIATE TPaHCHOPTHBIMHA
CpeacTBaMu u pa60TaTL C MCXaHU3MaMH HC MNPOBOJUIUCH. HpI/ICM npemnapara Z[}/J]OKCGHTEI
MOJKET OBITh CBsI3aH C Pa3BUTHCM CCOalli W TOJIOBOKPYKXCHUS. ITanuenTos cJIeayer
npeaynpeauTb 0 TOM, 4TO, CCJIIM Y HUX BOSHUKHET C€aalrd I I'OJIOBOKPYKCHUC, OHU JOJIKHBI
n3oeraTh NOTCHIUAJIbHO OIIaCHBIX BHAOB  ACATCIIBHOCTH, TAaKHUX KaK YIIPABJIICHUC
TPAHCIIOPTHBIMHU CPCACTBAMU U pa60Ta C MC€XaHHU3MaMu.

4.8. He:xennaTesibHbIE peakuu

Pesrome npoduasa 0e30macHoCTH

HauOonee dacTo BCTpEYAIONIMMHUCS HEKEIATSIBHBIMUA  PEAKUUSMH Y  TAIMCHTOB,
MPUHUMAOIIUX TYJIOKCETHH, OBUIH TOIIHOTA, FOJIOBHAs 00JIb, CYyXOCTh CIU3UCTON OOOJIOUKH
MOJIOCTH PTa, COHJMBOCTH W TOJIOBOKpPY)KeHHE. TeM He MeHee, OOJIBIIMHCTBO JTHUX
HE)KEJIaTeIbHBIX PeaKIiii ObUTH JIETKUMHU U YMEPCHHBIMH, BOSHUKAJIHM B Havaje Teparuu, U B
JAJLHEHUIIEM UX BBIPAXKCHHOCTh YMEHbBINATACh.

Tabnuunoe pE3rOMe HEXKENaTeIbHbIX PEAKIINN
Hixe OpeACTABJICHBI HECXKCIIATCIbHBIC PCAKIIUHA U OTKIIOHCHHA B na6opaTopme IIoKa3aTeiiax,
OTMCUYCHHBIC B KIIMHHUYCCKHX HCCICIOBAHUAX H (I/IJ'II/I) B MOCTPCTUCTPAlMOHHOM IICPUOJL.
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HexenarenbHple peakiuu CrpynmnupoBaHbl B C( “OCHOBAHMH ~
cucTeMHO-opranHbix kiaccos (COK).
YacToTy BCTpeuaeMOCTH OMPEIEIISIIN CICTYIOIUM 00pa3oMm:
oueHsb vacto (> 1/10);
gacto (> 1/100, o < 1/10);
Hevacrto (> 1/1 000, vHo < 1/100);
penko (> 1/10 000, Ho < 1/1 000);
oueHsb peako (< 1/10 000);
4acTOTa HEM3BECTHA (HA OCHOBAHUM MMEIOIIUXCS TaHHBIX OIIEHUTh HEBO3MOXKHO).
O4ennb O4ennb Yacrora
Yacro Heuacro Penxo
4acTo peakxo HEH3BeCTHA
Nudexnun n nuBazuu
- - | Jlapunrur | - - -
Hapymienusi co cTOpOHBI HMMYHHOH CHCTEMBI
- - - Anadunaxktu- | - -
qyecKast
peaxuus
lunepuys-
CTBHUTEIILHOCTD
JHIOKPHHHbIE HAPYIIEHHS
- - | - | TunoTupeos - -
Hapymennst MmeTa001u3Ma M NUTaHAS
- CHuxeHnune l'uneproukemus | O0e3BokuBa- | - -
anmneTuTa (ocobeHHO "acTo | HUE
ormeuaercss y | 'unonarpu-
MalMEeHTOB c | eMus
CaxapHbIM CHC AT
TruabeToM)
Ilcnxnyeckne HAPYIICHHSA
- Becconnuna CyuuunanbHbie CyuuuganbHo | - -
Askutanus MbICTH ¢ noBesieHue™’
CHumxenune Hapymenne caa | Manus
oumo Bpyxcusm lNanmronuna-
TpeBora He3opueHTanus | UM
Hapymenue Anarus Arpeccus u
oprazma apocTs*
HeoObrunsie
CHOBHJICHUSI
HapymeHnusi co CTOpOHbI HEPBHOI CHCTEMBI
I'onoBHas l'onoBokpyxe- | Muoknonndec- | CepoTOHMHO- | - -
001 HUE KHE CyJJOpOTH BRI cunapoM®
ConnmuBocts | Jleraprus Axatuzus’ Cynoporu'
Tpemop HepBosHocts [Icuxomorop-
[Tapectes3us Hapymenue HOE
BHUMAaHUS B030y)1eHue’
Hucressus OkcTpanupa-
JucKkuHe3ust MUJIHBIC
Cungpom paccrpoiictpa’
0eCOKOIHBIX
HOT
CHumxenune

Ka4deCTBa CHa

Hapyuienusi co cTOpoOHbI OpraHa 3peHust
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- Heuerkoctsb Muppuas [naykoma | = = EHEATENRRLL TS WU
3peHus Yxyamenue
3peHus
Hapymienusi co CTOpOHBI OPraHa ¢Jiyxa u Ja0HpHHTA
- Illym B ymmax' Bepturo - - -
Bone B ymax
Hapymenus co cTOpoHBI cepana
- Ouryenue Taxukapaus - - CrpeccoBas
cepauebuenust | Hamxemynouxo- Kapano-
Bas apuUTMus, B MHOTATHS
OCHOBHOM (xapamo-
GuOpHIIALHS MUOTATHUSA
npeacepanii Taxo1ry60)
HapymieHus co CTOpOHBI COCYA0B
- [oBslmeHne O6MOopoK” l'uneptonu- - -
AJT? AptepuanbHas veckuii kpuz*°
l'unepemust TUTIEpTEH3 s
(BrUTIOYAS Oprocratnuec-
«TIPUITUBBD) Kas TUMOTEH3Us”
IToxononanue
KOHEYHOCTEH
HapymeHnusi co cTOPOHBI ABIXaTeJbHOH CHCTEMbI, OPIaHOB I'PYAHON KJETKH H
CpeloCTeHH
- 3eBoTa UyBcTBO Wnrepctnim- | - -
CTECHEHHUS B | anmbHas
ropie 00J1e3Hb
Hocogoe nerkux '’
KpOBOTEUYEHHE D03uHOPUITB-
Hast
TIHEBMOHHUS
HapymeHnusi co CTOpPOHBI KeJTyA04YHO-KHIIEYHOT0 TPAKTA
TomHoTa 3anop Kenynouno- Cromarur - -
CyxocTb Huapes KHUIIEYHbIE 3anax 130 pTa
CJIN3UCTON Bosb B xuMBOTe | KpoBoTeueHus' | [emaroxesus
000J109KH PBota l'actposnTepur | Mukpockonu-
MOJIOCTH pTa | Jucnencus OTtpbDKKa YecKuit KomuT’
Meteopusm lNactpur
Hucdarus
HapymeHnusi co CTOPOHBI IEYEHH M JKeJTYeBBIBOASIINX MYTEH
- Tenatut’ [leuenounas - -
[oBslImeHne HEA0CTaTo4-
AKTUBHOCTHU HOCTH’
«edenounpx» | JKenryxa®
(hepmMeHTOB
(amaHMHAMUHO-
TpaHcgepasbl
[AJIT],
acrmapTaTaMHHO-
TpaHcgepasbl
[ACT],
IIEJIOYHON

¢docarassl) B
I1a3Me KPOBH
Octpoe
MopakeHue
NICUCHH

HapymeHusi co CTOPOHBI KOKM M MOJKOKHBIX TKaHel
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- IoBbImEHHOE Houynoe Cunpom' == Koimbm — 2 === W
notootAeneHue | noroorneneHue | CruBeHca- BACKYJIUT
Koxnas ceinb Kpanusnuia Jlxoncona®
KonTakTHbIN AHTHOHEBPO-
JEpMaTUT TUYECKUI
XOJIOOHBIN MOT otek’
Peaknusa
(hotoceHcnOu-
JU3aLUU
[ToBbrIeHHAS
CKIIOHHOCTh K
00pa30BaHMUIO
CUHSIKOB
HapymeHnusi co CTOPOHBI MbIIIIEYHOH, KOCTHOH W COCANHUTEIbHON TKAHU
- CkeneTHo- Meimednoe Tpusm (cmaswm | - -
MBIIIeYHast 0OJb | HANPsHKEHUE JKEBaTEIbHBIX
Mel1ieyHsIit MeliieuHsie MBIIIIIT)
crasm CyJIOpOTH

HapymeHnusi co CTOpOHBI OYeK

H MOY€BbIBOJAAIIINX nyTeﬁ

Jusypust
(paccTpoiicTBO
MOYEHUCITyC-
KaHH)
[omnaknypus
(yuameHHoe
MOYEHUCITyC-
KaHUe)

3aaepxKa MOUU
3aTpyJHEHHOE
Hayano
MOYEHUCITYCKa-
HUS

Huktypus
Homuypus
CHumxeHnune
MTOTOKa MOYH

AHOMAaJILHBIN
3amax MO4u

HapymieHnusi co CTOpOHBI PeNPOAYKTHBHOM CHCTEMBbI H MOJIOYHBIX JKeje3

- OpeKTUIbHas I'maexonoru- CHUMIITOMBI - -
TUCHYHKIHS YeCKHUe MEHOIMAay3bl
Hapyenue KpOBOTEUEHUS lanakropes
CeMsIU3BEpPIKe- Hapyenue lMunepmpo-
HHUS MEHCTPYaJbHOTO | JTAKTHHEMHUS
3anepxka LUKJIa [Nocneponosoe
CeMsIU3BEpPIKe- CekcyanpHas KPOBOTECUYCHHE
HUSA TUCHYHKIHS 6
boxab B smukax
OO0uue HApYIIEHUs] M PeaAKUMU B MeCTe BBe/ICHUS
- Manenus® Bosb B rpyam’ - - -
Vromnsemocts | AHOMAaJIbHEIC
OILYIICHUS
Ouryenue
X0J10/1a
Kaxna
03100
Henomoranue
Ouryienue
xKapa
Hapymenue
IIOXOIKH
JlabopaTopHbIe M MHHCTPYMEHTAJIbHBIE IaHHBIE
- CHikeHHne VBennueHue IloBeimcHue - -
MaccCHI Tejia Macchl Tejia KOHIICHTpAIIIH
IloBeimcHue XOJIECTEPUHA B
AKTUBHOCTH J1a3Me KpoBU
KpeatuHdocdo-
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1a3Me KpoBU
IToBrImIEeHNE
colep KaHus
Kalusa B IUTa3Me
KpOBU

! Citywan cygopor u IryMa B yIax Takke OTMEYaIHCh M ITOCIIE OTMEHEI TEPAIIHH.

2 Cirygan OpTOCTaTHIECKOM THIOTEH3MU K 0OMOPOKA OTMEYAINCh Yalle B Hadaje TEPAIIHH.

3 Cwm. pasgen 4.4.

4 Ciy4am arpeccuu U SpOCTH OTMEYAINCh OCOOEHHO B HAYal€ JICYEHHUS TYJIOKCETHHOM MU IIOCIIE 3aBEPLICHUS
Teparnuu.

5 Ciyuan CyMIUIanbHBIX MBICIICH WIH CYHIUIAIBHOTO IIOBEICHHIS OTMEYAINCh BO BPEMS TEPAIIUH TyITOKCETHHOM
WK cpasy Mocje 3aBepIleHUs TEPAIHH.

® QOueHounas 4YacTOTa HEXKENATENBHBIX PEaKIHi, COOOMEHHS O KOTOPHIX OBUIM IOJIYyYEHBI B IEPHOL
MOCTPETUCTPAIIMOHHOTO HAOJIO/ICHHS, JIaHHbIE PEaKIMU He HAOJIIOJATUCh BO BpeMs MPOBEICHHS IUIAe0o-
KOHTPOJIUPYEMBIX KIMHHUYECKUX HUCCIICAOBAHUIA.

7 CTaTUCTUYECKH 3HAYMMBIE OTIMYHS OT IIAe00 OTCYyTCTBYIOT.

8 [Tamenns garme OTMEYAINCh y IAIKMEHTOB IIOKIIIOr0 Bo3pacTa (> 65 1eT).

® OLieHOYHAs YacTOTa Ha OCHOBAHMH JAHHBIX BCEX KIMHUUECKUX MCCIICIOBAHMI.

19 Onenounas yacToTa Ha OCHOBAHHMH JAHHBIX ILIANE00-KOHTPOIHPYEMBIX KIMHMIECKHX HCCIICIOBAHHIA.

Onucanue omoenbHbIX HeHcelameibHbIX peaKyull

OtmeHa npuema AylnokceThHa (0OCOOCHHO pe3Kas) yalle BCero MPUBOAHUT K BOSHUKHOBEHHIO
CUHIPOMA «OTMEHBI», BKIIOYAIOUIETO CIEAYIOIIUE CUMITOMBI: TOJOBOKPYXEHUE, CEHCOPHBIE
HapylIeHus (BKII0Yas MapecTe3ut0 WIH OIIyIIEHUE yapa dIEKTPUIECKIM TOKOM, OCOOEHHO B
00J1acTH TOJIOBBI), HAPYILICHUS CHA (BKJIFOYast 0ECCOHHUILY U HEOOBIUYHBIE (SIPKKE) CHOBUIACHHUS ),
c1ab0CTh, COHIIMBOCTD, XKUTAIIUIO WU TPEBOTY, TOITHOTY U (MJIH) PBOTY, TPEMOP, TOIOBHYIO
00J1b, MUAJITUIO, PA3APAXKUTENLHOCTD, TUAPEIO, THIIEPTHIPO3 U BEPTHUTO.

O6bruno npu npueme CHUO3C u MO3CH stu siBiaeHus uMe0T ciaadyio WIM YMEPEHHYIO
CTENEHb BBIPA)KCHHOCTH M OIPaHUYEHHBIN XapakTep. TeM He MeHee, y HEKOTOPbIX NallueHTOB
3TH SBJICHUS MOTYT OBITh O0Jiee TSXKENbIMU U (WIH) ATUTEIbHBIMU. [103TOMY IIpH OTCYTCTBUM
HEOOXOIMMOCTH B JajJbHEHIIEH Tepanmuu JyJIOKCETMHOM pPEKOMEHAYETCS MPOBOIMTH
MOCTETIEHHOE CHIKEHHE 03Bl (CM. pasaensl 4.2., 4.4.).

B Tpex kiaMHHMYeckMX uccienoBaHMAX (1o 12 Henenb) NMpU NPUMEHEHUH AYJIOKCETHHA Yy
NalueHToB ¢ 6oneBoi Gpopmoil nepudeprudeckoit quadeTuyeckod HeponaTuu HabJII0JAI0Ch
HE3HAUUTEIIbHOE YBEJIMYEHUE KOHILIEHTPAllMM TJIIOKO3bl B KpOBM HaTtomlak. I[Ipu 3ToMm
KOHIIGHTpalusl TJIMKO3WIMpoBaHHOro remornoouHa (HbAlc), kak y nNpuHUMaBIINX
IOYJIOKCeTHH, Tak M B Tpynme Imianedo, ocraBajgach crabuinpHOW. Ilpu mposieHuH 3THX
uccieoBaHui (10 52 Hezlenb) ObUIO OTMEYEHO HEKOTOpoe yBelnueHue KoHlenTpaun HbAlc
U B TpylNIe NalMeHTOB, MOJYyYaBIIMX IYJIOKCETHUH, U B TpYIIE MAUEHTOB, MOJY4aBIIUX
OOBIYHYIO TE€paINuIo, OJTHAKO B IPYIIIE, OJydaBIlIel AylToKceTrH, nosiienne HbA1 6bu1o Ha
0,3 % Bblie. B OTHOIIEHMM KOHLIEHTpAIMH IIIOKO3bI HATOIAK M OOIIEero XoJjecTepuHa B
I1a3Me KpOBH Yy NAlMEHTOB, IPHHUMABIIMX AYJOKCETHH, HaOMI0nanoch HeOOJbIIoe
yBEJIUYEHHE STHX IOKa3aTeje Mo CPaBHEHUIO C HEOOJIBIIUM CHUKEHHEM, OTMEUYEHHBIM B
rpyIIe NanueHToB, MOIyYaBIIUX OOBIYHYIO TEPAIIHUIO.

Koppuruposannas (otHocurenpHo UYCC) BennumHa wuHTepBaza QT y mnamueHros,
NPUHUMABIINX TYJTOKCETHH, HE OTJIMYaIach OT JAHHOTO MOKa3aTels B rpyIe mianeoo.
Knuanuecky 3HaYMMBbIX pa3nuuuil Mexay nokasarensimu uatepsaios QT, PR, QRS niu QTcB
B IpyIIIE MalMEHTOB, IPUHUMABILINX JYJOKCETUH, U B TPYIIIE I1a11e00 He BHISBICHO.

COO6IJ.I€HI/IC 0 TOA03PECBACMBIX HCKCIATCIbHBIX PCAKIINAX

Baxno COOGH.[B.TB 0 IMOA03PCBACMBIX HCKCIIATCIIBHBIX PCAKIUAX TIOCJIC PErucTpannuu
JICKApCTBCHHOI'O  IIpfriapara C  LCJbIO obOecrneueHUs HCMPEPBIBHOI'O  MOHUTOPUHIA
COOTHOILICHUA «II0JIb3a — PUCK» JICKAPCTBCHHOI'O IIperiapara. MeauiuHCKUM pa6OTHI/IKaM
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PEKOMEHJIyeTCss coo0marb o  JIFOOBIX HO,Z[OBDCBaeMBg(: :MﬂﬁBJB%H ;R:hmul

JIEKapCTBEHHOT'O TpernapaTa 4yepe3 HallMOHAJbHbIE CUCTEMBI COOOIIECHUS O HEXKEJaTEeIbHBIX
peakuusax rocyaapcTB — WieHOB EBpa3suiickoro 3KOHOMHUYECKOIO COr03a.

Poccuiickas @enepauys

denepanbHas ciyx06a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

109012, r. Mocksa, CnaBsiHcKas muomanis, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

Anpec 31ekTpoHHOI nouTsl: pharm@roszdravnadzor.gov.ru win npr@roszdravnadzor.gov.ru
Caiit B MH(POPMALMOHHO-TEJIEKOMMYHHUKAIIMOHHON ceTu «nTepHeT:
https://roszdravnadzor.gov.ru

Pecny6nuka benapych

VII «lleHTp dKCnepTU3 U UCIBITAHUN B 34PABOOXPAHCHUH

220037, r. Munck, ToBapuieckuii nep., A. 2a

Tenedon: + 375 (17) 242 00 29

®axc: +375 (17) 242 00 29

Anpec anekTpoHHOU ouThl: repl@rceth.by

CaiiT B uH(pOpPMaLMOHHO-TEJIEKOMMYHUKAIMOHHOU ceTn «MHTepHeT»: https://www.rceth.by

Pecnybnuka Kazaxcran

PT'II na IIXB «HauvoHanpHBINM LEHTP dKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEAULIMHCKHUX
u3nenuit» Komwurera MeauuUMHCKOro U (apMaleBTUYECKOTO KOHTpoJisi MMHHUCTEpCTBa
3npaBooxpanenus Pecriyonuku Kazaxcran
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4.9. Ilepeno3upoBka

CHMITOMBI

N3BecTHO 0 cilydasx Mepelo3UPOBKU B KIMHUYECKUX HCCIEIOBAHUAX C OJHOMOMEHTHBIM
npueMoM BHYTPh 10 5400 Mr IyJOKCeTHMHAa Kak OJHOTO, TaK M B COUYETAHUU C JIPYTUMU
npemnapatamu. beuto 3adUKCHPOBAHO HECKOJIBKO JETaTbHBIX HCXOJIOB, 110 OOIbIIEH YacTH MpU
MepeI03UPOBKE HECKOJIBKUMHU MpenaparaMu oJHOBpeMeHHO. OHAaKo B OAHOM ciydae Oblia
3arKCUpOBaHa MEPEAO3UPOBKA AYIOKCETUHOM (6€3 KOMOWHAIIUY ¢ IPYTUMHU MIpernapaTaMu) B
no3e okosio 1000 mr.

HepeI[OSI/IPOBKa AYJIOKCECTUHA (I/I3OJ'II/Ip0BaHHa$I niIn KOM6I/IHI/Ip0BaHHaH) MOXECT
COIMPOBOKAATHCA CICAYIOIIUMU CHMIITOMAaMH: COHJIMBOCTb, KOMa, KIIOHMYCCKHE CydOpPOru,
CepOTOHI/IHOBHﬁ CUHAPOM, PBOTA U TaXUKapAus.

Jleuenue

Crnenuduyeckuii aHTUJOT HEU3BECTEH, OJIHAKO B CIIyyae Pa3BUTUS CEPOTOHUHOBOTO CHHIPOMA
BO3MOKHO KOPPEKIIMOHHOE JICUEHHE IUIPOTeNTaJMHOM U TNPUMEHEHHE METOJIOB
HOpMallM3aluKu TeMieparypsl Tena. Crienyer obecrneduTh JOCTATOYHBIM NMPUTOK CBEXKETO
BO3ayXa. PexoMeHayeTcs MpOBOAUTh MOHUTOPUHI CEPJEUHON AEATENbHOCTH U CIEIUTh 3a
OCHOBHBIMH ITOKa3aTeIMH KU3HEAEATEIbHOCTU HApSAY C IPOBEIEHUEM CUMITOMATHYECKOTO
U MOJIIep KUBAtoLIero eueHus. [IpoMbIBaHMeE jKeTyKa MOXKET ObITh IOKA3aHO B TOM Cllyyae,
€ClId TMpOLUIO Majo BPEMEHHM C MOMEHTa IpHeMa IpemnapaTa BHYTpb, JHOO B paMkax
CUMIITOMAaTHYECKOI0 JieueHus. B 1ensiX orpaHuueHus] BCaChbIBaHUS MOXKET ObITh MPUMEHEH
aKTUBUPOBAHHBIN yroib. JlyJIOKCEeTHH XapakTepusyeTcs OOJIbIIMM 00bEMOM pacIpeesIeHus,
B CBi3U C 4yeM H(PPEeKTUBHOCTh (OPCHUPOBAHHOIO AMype3a, remonepdy3uu, OOMEHHOM
nepdy3un mpeacTaBIsieTcsi COMHUTENBHOM.
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5. ®APMAKOJIOTMYECKHE CBOMCTBA (MOCNEQOBATENEHOCTE 0015)

5.1. ®apmakoanHaMHYeCKHe CBOHCTBA

CDapMaKOTepaHCBTI/I‘leCKaH rpyiia: IICUXO0AaHAJICIITUKH, AHTUACTIPCCCAHTHI, APpyruc
AHTUACTIPCCCAHTHI.

Kox ATX: NO6AX21.

MexaHu3M JeiCcTBUS

MexaHu3M JAEUCTBUS AYJOKCETHMHA IIPU JICYEHUU JCIPECCHUU 3aKIII0YAeTCs B IOJABJICHUHU
oOpaTHOrO 3axBaTa CEPOTOHMHA W HOpAJIpeHaluHa, B pE3ylIbTaTe YEro IOBBIMIAETCS
CEepOTOHMHEpruuecKas U HopaapeHepruueckas Heriporpancmuccus B HHC.

Z[yJ'IOKCCTI/IH o6naz(aeT HCHTPAJIbHBIM MCXaHU3MOM IMOJAaBJICHUA 0oJ1eBOro CHUHJApOMaA, 4YTO, B
NEPpBYIO OYCpCAb, IMPOABIISICTCA IIOBBIIICHUCM IIOpOTa 0oJ1eBOM YYBCTBUTCIILHOCTU IIPpU
0oJIeBOM CUHAPOMC HeﬁPOHaTquCKOﬁ M BOCHAJIMTEIIbHON 3THOJIOTHH.

dapmakoguHaMuyeckue 3 HEKTHI

Hynokcerun siBnsiercs antunaenpeccantom, MO3CH u cnabo monasmnsieT 3axBat qopamMuHa, He
obOnamas 3HAYUMBIM  CPOACTBOM K  THUCTAMUHEPTHYECKUM,  JTO(PaMHUHEPTHUECKUM,
XOJMHEPTUUECKUM U aAPEHEPTUISCKUM peleTopaMm.

Knnanyeckas 3 hekTuBHOCT M 6€301acHOCTh

Lenpeccus

B KIMHHMYECKMX HCCIIENOBaHMUAX IO MOKAa3aHMIO Jenpeccus ydacTBoBano 3 158 mauueHToOB
(1 285 manueHTO-J€T) ¢ AMAarHO30M, COOTBETCTBYIOLIMM KpUTEpUsM JlMarHoCTUYECKOro u
CTaTHUCTUYECKOTO PYKOBOJCTBA MO NICUXUYECKUM paccTpoiicTBam, u3naanue [V (DSM-1V) nns
nenpeccuu. O(DPEeKTUBHOCTH IyNOKCeTHMHa B 03¢ 60 Mr oauH pa3 B CyTKH Oblia
IIPOJEMOHCTPUPOBAHA B TPEX U3 TPEX MPOBEIEHHBIX PAaHAOMU3UPOBAHHBIX JBOMHBIX CJIEIIBIX
1a1e00-KOHTPOIIMPYEMBIX KPATKOCPOUHBIX HccieqoBaHui. D) (HEeKTHBHOCTD IyJOKCETHHA B
no3zax ot 60 mo 120 Mr oguH pa3 B CYTKM ObUIa NMPOJEMOHCTPUPOBAHA B MATH M3 CEMH
NPOBEJCHHBIX  PAaHAOMHU3UPOBAHHBIX  JIBOMHBIX  CIIENBIX  IUIAI[e00-KOHTPOIUPYEMBIX
KPaTKOCPOYHBIX UCCIIEI0BAaHUM.

JIymOKCeTHH MOKa3all CTaTUCTUYECKOe MPEBOCXOJCTBO Mepen Iuianebo, ompeienseMoe Ha
OCHOBaHUU yIy4IlIeHHUs] cymMMapHOTo 6amna o 17-6amnpHoi [kane 'aMuiabTOHA AT OLIEHKU
nenpeccun (Hamilton Depression Rating Scale, HAMD) (Bkirodast u 5MOIMOHANBHBIE, U
COMAaTHYECKHUE CUMIITOMBI Jienpeccuun). YacToTra pa3BUTHUSA OTBETA HA TEPANUIO0 U PEMHUCCUU
OB TaK)Ke CTATUCTUYECKU 3HAYMMO BBIIIE MPU MPUMEHEHHH TyJIOKCETHUHA IO CPAaBHEHUIO C
iane6o.

Tspkenast creneHb Aenpeccuu (UCXOAHBIN mokasarens HAMD > 25) Habmroganack TOIBKO Y
HEOOJBIION 101U MAIUEHTOB, BKIIFOUEHHBIX B 0230BbIE KIIMHUYECKUE UCCIICIOBAHMUS.

B wuccnenoBanuu npo@UIAKTUKH PELUUIUBOB TAIlMEHTHI, OTBETUBIIUE Ha |2-HemenbHOE
KpaTKOCPOYHOE OTKPBITOE JICYCHHE AYIOKCETHHOM B n03¢ 60 Mr oAWH pa3 B CYTKH, ObLIA
PaHIOMU3HUPOBAHBI JIJIS pUeMa TyJOKCEeTHHA B J03¢ 60 MT OJIMH pa3 B CYTKH HIIU IUIAedo0 B
TeueHue eule 6 Mecsues. JlynokceTuH B 1o3e 60 Mr oJIMH pa3 B CYTKU MPOJAEMOHCTPUPOBAI
CTaTHUCTUYECKU 3HAYUMOE TIPEBOCXOCTBO MO cpaBHEeHHIO ¢ mianedo (p = 0,004) mo ocHOBHOMY
KpUTEpUIO  OLUEHKH d3(PPEKTUBHOCTH — TMPEAOTBPAIICHUIO pEIUAMBA  JICTIPECCHH,
onpeJensieMOMy 110 BpEMEHU 110 MPOsBIEHUs peuuanuBa. Yactora peuuanuBoB coctaBuna 17 %
B IpyIIe ayiaokcetuHa u 29 % B rpyme mianeoo.

B Teuenue 52-HenenbHOro miaanedo-KOHTPOIMPYEMOTO ABOMHOIO CJIETOro Mepuojia JeueHHs
y MOJyYaBIIUX TYJOKCETUH MALMEHTOB C PELMIUBOM JCTIPECCUU MEpPHOA 0e3 MpOsSBICHUS
CHUMIITOMOB ObUI 3HaUnTENIBbHO JoJbine (p < 0,001), yem y manueHToB, paHJOMU3UPOBAHHBIX B
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Ha JICYCHUE JTYJIOKCETHHOM B X0JI€ TIEpH0/ia OTKPHITON Tepanuy TyJTOKCETHHOM (B TeueHue 28—
34 menmens) B moze or 60 mo 120 mMr B cytku. B Tedyenme 52-HemenbHOro rmanedo-
KOHTPOJIMPYEMOTO JIBOMHOTO CJIETIOrO MEePHO/ia JICUEHUs BO3BPAILlEHUE CUMIITOMOB JIETIPECCUU
Habmonanoce y 14,4% mnanueHToB, MONy4YaBIIUX JyfnokceTwuH, u 33,1 % mnanueHToB,
noJsry4yaBmux miane6o (p < 0,001).

IIpumenenue nynokceruHa B 103€ 60 Mr 0JlMH pa3 B CyTKH y MALIUEHTOB MOKUIIOTO BO3pacTa ¢
nenpeccueil (=65 ner) u3ydanoch B OTAEIBHOM HCCIIEJOBAHMH, MPOAEMOHCTPUPOBABILEM
CTaTUCTUYECKU 3HAUUMOE pa3inyue B cHuxeHun 6amuia HAMD-17 y nanueHToB, MoTy4aBLIMX
IYJIOKCETHH, MO CpPaBHEHHUIO C MalMeHTaMM, NOJy4aBIIMMH Iu1ane6o. IlepeHoCMMOCTb
IyloKceTMHa B J03¢ 60 MI OoIMH pa3 B CYTKH Yy MAIMEHTOB MOXMJIIOIO BO3pacTa Oblia
COIOCTaBUMOM ¢ IEPEHOCUMOCTbIO, HaOIr01aBIICHCS Y ©60JIee MOJIOJIBIX B3POCIIBIX MMAIIUEHTOB.
OpHako [aHHBIE 10 NPUMEHEHHUIO Yy MAlMEHTOB IIOKWIIOIO BO3pacTa IyJOKCETHMHA B
MakcuManbHOU 03¢ (120 Mr B cyTKHM) orpaHuueHbl. JleueHue MaHHOM Ipynmbl HallMEHTOB
PEKOMEHAYETCS IPOBOJUTH C OCTOPOKHOCTHIO.

T'enepanuzosannoe mpesosicrnoe paccmpoicmeo

[lo mnoka3aHuIO TIE€HEPAIM30BAHHOE TPEBOXKHOE PAcCTPOMCTBO JYJOKCETHH IOKa3all
CTaTUCTHYECKH 3HAYMMOE IPEBOCXOJCTBO Mepes Iulanedo B MATH U3 ISTH MPOBEICHHBIX
KJIIMHUYECKUX UCCIIEJOBAHUM, B TOM YHCJIE B UETBIPEX PaHIOMU3UPOBAHHBIX ABOWHBIX CJIEIIBIX
1ale00-KOHTPOIMPYEMBIX ~ KPAaTKOCPOUHBIX ~ HCCIICOBAHUSX M B HCCIIEOBAaHUH
npodWIAKTUKA PELUUAMBOB Y B3POCIBIX IMAlMEHTOB C T'€HEPATU30BAHHBIM TPEBOKHBIM
paccTpoOUCTBOM.

D¢ dhekTuBHOCTH OMpeAessulach Ha OCHOBAaHMM YJIy4IlleHHs Mo cymMMmapHomy Oamty Hlkams
tpeBoru ['amunbrona (Hamilton Anxiety Scale, HAMA) u 6auty o0riero GpyHKIIMOHAIBHOTO
Hapymenus [lkanel onenkn mHBanmuau3anuu llluxana (Sheehan Disability Scale, SDS), a
TaKXe 10 YacTOTE Pa3BUTHUSA OTBETA HA TEPANTUIO U PEMUCCHUH.

B wuccnenoBanuu mnpoUIAKTHKM pPELUAMBOB MAIMEHTHI, OTBETHBIINE Ha O-MECSYHOE
KPaTKOCPOYHOE OTKPBITOE JICUEHHE IYJOKCETHHOM, ObLIM BKIIOYEHbl B JalibHeimiee 6-
MECSIUHOE MCCIIeIOBAaHUE U PAaHJIOMH3HPOBAHBI B IPYIITY AYJIOKCETHMHA WM TPYIIy Mmianedo.
JynokceTtus B no3ax ot 60 1o 120 Mr oxuH pa3 B CyTKHM IPOJEMOHCTPUPOBAI CTATUCTUYECKU
3HAYMMOe MNpPeBOCXOACTBO mepen mianedo (p < 0,001) ¢ Touku 3peHus MpeaoTBpaLCHHS
PELUINBOB, OLIEHUBAEMOr0 110 BPEMEHHU O PETUCTpalUU peuuauBa. JacTora peLuIuBOB B
Te4YeHUe 6-MECSAYHOTO JIBOMHOTO CIIENOro Mepuoja Mocaeaylonero HaoIoeHus COCTaBIIsIa
14 % npu npuMeHeHnH TyJloKceTHHa U 42 % npu npuMEeHeHUH 1anefo.

B uccnenoBanuu 3¢ exTUBHOCTH aynokceTHHa B 103ax 30—120 mr (ruGkue 103b1) OAMH pa3 B
CYTKM Yy MalMEHTOB MOXHJIOro Bo3pacTa (> 65 JeT) ¢ reHepaIu30BaHHBIM TPEBOKHBIM
paccTpOMCTBOM HAOJIOJAIOCh CTATUCTMYECKH 3HAYMMOE YIy4IlIeHHe CyMMapHOro Oania
HAMA y nauueHToB, MoJIy4aBIIUX AYJIOKCETHH, I10 CPABHEHMIO C MALIMEHTAMH, TOJTY4aBIIMMHU
wtane6o. [Tokazarenu s dekTuBHOCTH U 6€30MaCHOCTH qyloKkceTnHa B 103ax 30—120 mr oquH
pa3 B CyTKM Y HAalMEHTOB TIOXHJIOIO BO3pacTa C TEHEPATU30BAHHBIM TPEBOXKHBIM
paccTpoMCTBOM OBLIM MOXO0XKH HA T€, YTO HAOJII0AAIMCh B UCCIEIOBAHUAX C ydyacTHeM OoJee
MOJIOJIBIX B3pOCHBIX MalueHToB. OHAKO JaHHBIE MO MPUMEHEHHIO Y MAIllMeHTOB MOXHIIOTO
BO3pacTa JyJOKCETHH B MakcUManbHOU f03€e (120 Mr B CyTKH) orpaHndeHsl. JleueHne JaHHOM
IpYIIbI NAIIMEHTOB PEKOMEHIYETCS IPOBOIUTH C OCTOPOKHOCTBIO.

bonesas popma nepugpepuueckoii ouabemuueckoii Hetiponamuu

D¢ ¢dexkTuBHOCT, AyNOKCETHHA IO TOKazaHuio OoneBas ¢opma nepudepuyeckont
nuabeTuyeckol Hedpomnatuu Obljla YCTAHOBJEHA B 2 PaHIOMU3UPOBAHHBIX 12-HEJEeNbHBIX
JIBOMHBIX CJICHBIX IUIAIe00-KOHTPOIMPYEMBIX UCCIEAOBAHUIX CPEIH B3POCIbIX NAlUEHTOB (B
Bo3pacte oT 22 1o 88 neT) ¢ MpuMeHEeHHeM Ipenapara B pUKCHUPOBaHHBIX A03ax. Kputepuem
BKJIIOYEHHST B HCCIIEJIOBaHUE SBISUIOCH Haiuuue OonieBoil (opmbl mepudepruuecKoit
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YAOBJICTBOPAIOMIUC OTUATHOCTUUCCKHUM KPUTCPUAM ACIPECCUN, HC JOMYCKAJIHNCh K YYaCTHIO B
JaHHBIX HCCICOIOBAHUAX. HepBI/I‘lHHM KpUTCpHUEM 3(1)(1)6KTI/IBHOCTI/I OBLI €XKEHeACIbHBIN
CpeIlHI/Iﬁ IIOKa3aTciib CpCI{HCCYTO‘lHOﬁ HMHTCHCHUBHOCTH 6OJ'II/I, KOTOpBIﬁ CXKCIHCBHO
OICHHUBAJICA NMMAaIUCHTAMH B JTHCBHHUKC C IOMOIIBIO 11-0anapHOM MIKaIbI HaﬁKepTa.

B 00oux nccnenoBaHusIX NpueM AyJIoKceTHHa B 03¢ 60 Mr oJiuH pa3 B CyTKu 1 60 Mr 1Ba pasza
B CYTKH IIPUBOJIUII K 3HAUUTEILHOMY CHHKEHHIO 0OJIM IO CPABHEHUIO € I1ale60. Y HEKOTOPBIX
NaueHToB QQeKT HabIroAaIcs yKe B MEPBYIO HEAeNto jJeueHus. Pazauuue mo cpeaHemy
YAYYIIEHUIO MEXIY JABYMs TpyNIaMH aKTHBHOTO JIEYeHHs HE ObLIO 3HaYMMbIM. CHIDKEHHE
6omu xak MuHMMYM Ha 30 % oTMmedanoch HmpUMEpHO y 65 % mMalnuMeHTOB, MOJIYYaBLIMX
IYJIOKCETHH, 110 cpaBHEHUIO ¢ 40 % manueHToB, Noay4aBIIMMH uiane6o. CHuxeHue 00 Kak
MuHUMYM Ha 50 % otmeuanoce y 50 % mnanueHTOB, MONYyYaBIIUX AYJIOKCETUH, U y 26 %
NAIMEeHTOB, MOMyyaBIIuX Mmiane6o. Yactora pa3BUTUS KIMHUYECKOTO OTBETa (KYyMUpOBaHHE
6omu Ha 50 % wim Oonee) ObLIa MPOAHAIM3UPOBAHA HCXOIS W3 TOTO, MCIBITBIBAIM JIK
MALMEHTBHl COHJIMBOCTh B XOJ€ JiedueHHs Wiu HeT. Cpeau NanueHTOB, HE HCIBITHIBABLIMX
COHJIMBOCTb, KITIMHUYECKUI O0TBEeT Habmoaancs y 47 % mauueHToB, NOTy4aBUIIMX AYJIOKCETHH,
u y 27 % nanueHToB, Mojay4yaBmuX miane0o. Yactora KIMHUYECKOTO OTBETA Yy MAIlMEHTOB,
UCIBITHIBABIIMX COHIMBOCTB, cocTaBisuia 60 % npu npueme nynokcetnsa u 30 % npu npueme
iane6o. Y MalueHTOB, y KOTOPBIX HE OTMedanoch cHkeHue Oonu Ha 30 % B TeueHHe
60 nHeil 1eyeHus, yaydllieHHe COCTOSHUS PU MOCIEYIOIEM JICYEHUH ObLIO MaJIOBEPOSITHBIM.
B OTKpBITOM [0OJTOCPOYHOM HEKOHTPOJIMPYEMOM HCCIIEOBAHUM YMEHbLICHHE O0nHu Yy
MAIMEHTOB, OTBETUBLIMX Ha 8-HEAEIBHOE KPATKOCPOUHOE JIEUEHUE HYJIOKCETMHOM B J103€
60 Mr oauH pa3 B CyTKH, COXPAHSJIOCh B TEUEHUE JAJTBHEHIINX 6 MECALIEB, YTO ONPEIEISIIOCH
Ha OCHOBAaHMM H3MEHEHHH Oajula CpeaHeCyTOYHOW HHTEHCUBHOCTH Oomu mo Kpartkomy
onpocHUKY AJisi orleHku 6o (Brief Pain Inventory, BPI).

XpoHuueckuti 601601 CUHOPOM CKeNeMmHO-MbIUEUHOU CUCEMbl

Qubpomuancus

O PexkTUBHOCTh MPUMEHEHHs MYJIOKCETHHA [UIs JiedeHHs (UOPOMHANTUU Y B3POCIBIX
MAlMEHTOB OblJIa YCTAHOBJIEHA B JBYX PaHJAOMHU3MPOBAHHBIX JBOWHBIX CIIEMBIX IU1a1e0o-
KOHTPOJHUPYEMBIX HCCIEIOBAaHUSAX C (DUKCHPOBAHHOW 030 Yy B3POCHBIX MAIMEHTOB,
OTBEUAIOUINX KPUTEPUSIM (HUOPOMHUAIITHH 10 OLIEHKE AMEPUKAHCKOUW KOJUIETHH PEBMATOJIOTOB
(renepanu3oBaHHas 00JIb B TeUueHHUE 3-X MecsIeB B aHaMHe3e U 0onb B 11 u Gosee 601eBBIX
Touek u3 18, xapakrepHbIx s pudbpomuanrun). OQHO HCCIENOBAHUE ATUIOCH 3 MecsIa U
BKJIIOYAJIO TOJBKO >KEHIIUH. BTOopoe mccrienoBanue ATWIOCH 6 MECSIEB M BKIIOYATIO Kak
KEHIIMH, Tak U MyX4uH. [IpumepHo 25 % y4acTHHKOB MMENIW COMYTCTBYIOMIMHA IHArHO3
nenpeccuu. B uccnenoBaHMSIX MPUHSUIM ydacTHe B OOIel ClIoXHOCTH 874 maiueHrta, u3
KoTOpbIX 541 (62 %) mporutu uccne0BaHus MOJIHOCTHIO. MIcXomHbIi 6ant 6011 y MalueHToB
coctapisin 6,5 o 11-6annpHoii mkane, ot 0 (orcyrcTBue 60mm) 10 10 (cunpHeimas 6075 ).

[TanmeHTH OBUTH PAHIOMHU3UPOBAHBI B TPYIIBI AyJoKceTHHA B n03¢ 60 Mr win 120 Mr onux
pa3 B CyTKHU U B TpymiTy miane6o. B 6-Mecs4HOM ucClieIOBaHUH Ha POTSHKEHUU TIEPBBIX TPEX
MeCsIIeB JOMOJHUTEIHHO CPAaBHUBAIU AYJIOKCETHH B A03€ 20 Mr ¢ miarnebo.

[Ipumenenne nynokcetuHa B jo3ax 60 mr unu 120 Mr exeaHEBHO CTATUCTHUYECKU 3HAYMMO
yIYYIINIO CPEHUE TIOKa3aTenu 00JIM B KOHEUHOU TOUKE 110 CPAaBHEHHIO C UCXOAHBIM YPOBHEM
U YBEJIHMYUIIO JOJII0 MAalMEeHTOB, y KOTOPBIX MO KpaiiHed mepe Ha 50 % yMEHBIIHUIIOCH
KOJIMYECTBO OAJIOB MPHU OLIEHKE OOJH MO CPaBHEHHIO C UCXOIHBIM YPOBHEM. YMEHbBIICHUE
6011 HabIIOJAIOCH Y TTAIIMEHTOB KaK ¢ COMYTCTBYIOIICH Aenpeccueid, Tak u 6e3 Hee. OnHAKO
CTETIeHb YMEHBIIICHHsI 00 MOXKET ObITh 0oJiee BhIpaK€Ha y MAlMEHTOB C COIMYTCTBYIOMICH
nenpeccueil. Y HEKOTOPBIX MAIlMEHTOB CHI)KEHHE 0onu Habmrofanoch yxke Ha 1-if Henene u
COXPaHsJIOCh Ha MPOTSKEHUU BCETO UCCIEIOBaHUS.
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nauenTta (Fibromyalgia Impact Questionnaires — OnpocHuky BiusHUS GUOPOMHUAITHN) U
o0miemMy BrievyatiaeHuo nauenTa 06 nsmenennu cocrosinus (PGI, Patient Global Impression).
Hu oxHo u3 MccnenoBaHui HE MPOAEMOHCTPUPOBAIO MPEUMYILECTBA TYJIOKCETHHA B J103€
120 Mr o cpaBHEeHHMIO ¢ 103011 60 MT, Ipu 3TOM OoJiee BHICOKAs JO3UPOBKA aCCOLIMUPOBAIach
c Ooiee YacTbIMM HEXKEJATEIBHBIMU PEAKIMUAMU U TPEKICBPEMEHHBIM IPEKpALCHUEM
JIeUeHHUS.

Z[OHOJIHI/ITCJIBHO B OTACIBHOM MHMCCJICJOBAaHWU OLICHHBAJIN I_[C.IICCOO6p33HOCTL ITOBBIIICHUA
AO3bI IPU OTCYTCTBHUU OTBCTA HA TCpAlIMIO AYJIOKCCTUHOM B H03€ 60 Mr B CYTKHU. B3poanIe
ManMCHTBI CHAa4dala NpUHUMAJIU NOYJIOKCETHUH B H03C 60 mr OOWH pPa3 B CYTKU B TCUCHHUC
8 HCACIIbL OTKPBITOTO JICUCHUA. 3arem MaluCHTBI, 3aBCPHIMBIINC IOTY (ba3y, ObLIH
PaHAOMU3NPOBAHBI HA JBOMHOE CJICTIOE JICUCHHE AYJIOKCETUHOM B 103€ 60 Mr OJHH Pa3 B CYTKH
w120 mr OIWH pa3 B CYTKHU. OTBeTUBIIMMH Ha TCpaANIO CUUTAIUCH MMALIUCHTBI, Y KOTOPBIX
10 OKOHYAHUH & HEACIIb OTKpLITOﬁ TCpalun 0oJIeBEIC Oy CHUA YMCHBIIUIIUCH 110 KpaﬁHeﬁ
MCPC Ha 30 % mo CpaBHCHHUIO C HCXOJHBIM YPOBHCM. HpI/I OTCYTCTBHUH OTBCTA HaA JICUHCHUC B
TNEPBLIC 8 HCACIIb BCPOATHOCTD YIYUIICHUSA IIPU JaIbHEHIIIEM IBOMHOM CIIEIIOM JICYCHHHU B
rpynme nanueHTOB, MOJTYyYaBHINX OYJIOKCETHUH B J03€ 120 MI, HC OTJIn4aJlaCb OT TaKOBOM B
rpynme nanueHTOB, MOJYYaBIINX AYJIOKCCTHH B 103¢€ 60 wmr.

Xponuueckuii bonesoil CMH@DOM 6 HUMICHUX OMOenax ChUuHbl

3¢)(I)CKTI/IBHOCTB MPUMCHCHU NYJTOKCETUHA Y B3POCJIbIX MAIUCHTOB C XPOHUYCCKUM 00JIeBBIM
CUHAPOMOM B HHWXHHUX OTACIaX CIHWHBI OLCHUBAJIACh B JABYX JBOMHBIX CJICTBIX rmaue6o-
KOHTPOJIMPYCMBIX paHAOMHU3UPOBAHHBIX KIIMHUYCCKUX UCCICIOBAHUAX ITPOAOJIKUTCIIBHOCTBIO
13 HCACIb U OJHOM HMCCJICHOBAHUU MPOAOJLKUTCIBHOCTHIO 12 HCACIIb. PCSyJ]LTaTLI ABYX U3
TPEX MPOBCACHHBIX HCCIIeI0BaHUM MMpOACMOHCTPHUPOBAIA 3(1)(I)GKTI/IBHOCTL AYJIOKCCTHUHA IIPU
JICYCHHUU XPOHHUYCCKOI'O 00JIeBOTO CHHJApPpOMAa B HWXHHUX OTACIaX CIIMHBI. v IMalMCHTOB,
MNPUHUMABIINX Y4aCTUC B UCCICAOBAHUAX, HC Ha6moz[anoc5 CUMIITOMOB PaJUKYJIOIIaTUH UJIN
CTCHO3a IIO3BOHOYHOI'O KaHaJia.

B onHoM u3 nByX 13-HenenbHBIX UCCIEA0BAHUN NIPUHSUINA ydacTue 236 B3pOCIHbIX MallMEHTOB
(115 monyyanu mynokcetuH, 121 — mane6o), uz Hux 182 (77 %) 3aBepmmnu 13-HeaenbHy0
¢ba3y nedyenus. [locne 7 Henenb JeYeHUs MALMEHTaM M3 IPYIIBI AYJIOKCETHHA, Y KOTOPBIX
HaOJII0/1a710Ch CHIDKEHHE CpeIHeCYyTOYHOM 6011 MeHee ueM Ha 30 % U CIIOCOOHBIX EPEHOCUTh
103y 60 Mr oJiuH pa3 B CyTKH, TO3UPOBKaA TYJIOKCETHHA Oblia yBeauueHa 10 120 Mr oquH pas
B CYTKH Ha OCTaBILUicA nepuo uccienoBanusa. CpeaHss UCXo Hast OlleHKa 00U y MallMeHTOB
cocTapisiia 6 0OamioB Mo 4YMCIOBOW oneHo4yHOW mikane ot 0 (orcyrctBue Oomm) mo 10
(cunbHelmas 601b). [Tocne 13 Hexenb JedeHUs y MaMEHTOB, IPUHUMABIIUX TYJIOKCETHH B
noze 60-120 wmr/cyr, mokazaTenb OOJM 3HAYUTEIBHO YMEHBIIWICS [0 CpPaBHEHHUIO C
nalyveHTaMM, MoJy4yaBIIMMHU Ianebo. Pangomuszanus Obula  cTpaTuUIMpPOBaHA IO
UCXOJHOMY CTaTyCy IPUMEHEHHUS MAlUEHTAMH HECTEPOUIHBIX IPOTHBOBOCHAIUTEIBHBIX
npenaparoB (HIIBII). Ananu3 nmoarpynn He BBISBHII pa3iuyvil B pe3ysibTaTax JICUEHUS B
3aBUCUMOCTH OT npuMeHeHnus HIIBIIL.

B npyrom 13-nenmenpHoM wuccrnenoBanuu 404 mnanueHta ObUTM pPaHIOMHU3UPOBAHBI IS
nostyueHus: GUKCUPOBAHHBIX 103 TyJTOKCETHHA OJUH Pa3 B CYTKU Wi Tu1anebo (59 nanueHTon
MOJIy4asau TyJoKceTHH B no3e 20 mr, 116 —B no3e 60 mr, 112 — B noze 120 mr, 117 nanuenros
noJtydanu 1uiane6o), u3z Hux 267 (66 %) manueHToB MOJHOCTHIO 3aBEPIIMIN UCCIIEIOBAHHE.
[locne 13 Hepenb Jne4YeHWsT HU OJHA M3 TPEX AO3UPOBOK MAYIOKCETMHA HE IMOKa3ala
CTaTHUCTUYECKU 3HAYMMOT0 MTPEUMYIIECTBA B YMEHbBIIIEHUU OOJIH 10 CPAaBHEHUIO C TUIaie0o.

B 12-menenvHom wuccnenoBanuu 401 mamueHT ObLT  paHIOMHM3UPOBAH Ui TIpHeMa
(buKCHUpOBaHHOMU 1036l AynokceTrHa 60 Mr ouH pa3 B cyTku win miane6o (N =198 u N =203
COOTBETCTBEHHO), u3 HUX 303 (76 %) nanueHTa NpoIUTH UCCIeI0BaHNE OTHOCThI0. Cpenusis
UCXOJIHAsI OIICHKa O0JIM Y MAallMeHTOB coCcTaBysIa 6 OANIOB MO YHCIOBON OLIEHOYHOM IIKale OT
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0 (orcyrctBue 60mm) mo 10 (cunmpHelmias 6omb). |[locme i@?{éﬂlﬁg‘ &CEEEIEIHT;HIIG?ITGB

MNPpUHHUMAaBIINX OYJIOKCETHH B 103C 60 MI', I10Ka3aTclib 00JIM 3HAYUTEIHLHO YMCHBIIWJICA I1O
CpaBHCHHIO C IMAlITUCHTAMU, IPUHUMABUINMHA Hnaue6o.

Ocmeoapmpo3 KolenHo2o cycmasa

D¢ hekTUuBHOCT NPUMEHEHHUS TYJIOKCETHHA y B3POCIBIX MALUEHTOB C XPOHUUYECKOHW 00JIbIO0,
BBI3BAaHHOM  OCTEOAapTPUTOM, OLIEHWBANacCh B JBYX JIBOMHBIX CJembIX Iuianedo-
KOHTPOJIUPYEMBIX PAaHIOMU3UPOBAaHHBIX KIIMHUYECKUX UCCIIEJOBAHMSX ITPOIOJIKUTEIIBHOCTHIO
13 Hemenb. Bce mnamueHTsl B 00OMX HCCIENIOBaHMAX OTBEYAIM KIMHUYECKUM H
peHTreHorpaguuecKkuM KputepusiM AMepuKaHCKod Koiyuieruu peBmarosioroB (ACR) s
KJIaccu(UKaUU UINONAaTHYECKOTO OCTE0apTPUTa KOJIEHHOro cycTaBa. Panmomusanus Oblia
cTpaTH(ULIUpPOBaHAa 10 UCXOAHOMY cTaTycy nmpuMeHeHus nanuentamu HIIBIIL.

B o6oux uccienoBaHusX NalMEHTHI, MMOJy4aBIIUe TYTOKCETHH, HAYMHAIHU JIEUYCHHE C JI03bI
30 Mmr oguH pa3 B cyTku B TeueHue | Henmenu. Ilociie mepBoil Henenu 03y IyJIOKCETMHA
yBenuuuBanu 10 60 Mr oguH pa3 B cyTku. [locne 7 Henens neyeHust TyaoKCETUHOM B 1o3¢e 60
MT OIMH pa3 B CyTKH B OJTHOM M3 UCCIIEZIOBAaHUH MAIMEeHTaM € CyOONTUMAaIbHBIM OTBETOM Ha
tepanuio (< 30 % yMmeHbLIeHHUs 00JIM) U NEPEHOCAIINM TYTOKCETHH B 7103e¢ 60 Mr ouH pa3 B
CYTKH 103y yBenuuuBanu 10 120 Mr onuH pa3 B cyTku. [Ipu 3TOM BO BTOpPOM HCClIEI0BaHUU
BCE MAIMEHTHI, HE3aBUCUMO OT MX OTBETa Ha Tepamuio yepe3 7 Heaedb, ObUTM MOBTOPHO
paHIOMU3HPOBaHbI JIs IPOJIOJDKEHUS MpUeMa JIyJIOKceTuHa B o3e 60 MI OJMH pa3 B CYyTKH
WIM yBEJIWYEHUS 103bl 10 120 Mr oauH pa3 B CyTKM Ha OCTaBLIMICS NEPUOJ MCCIEA0BAHUS.
[TanpenTsl B rpymmax JjedeHus Iianedo B 000MX HCCIEIOBaHMAX IOJIydaldd Iuianebo B
TEYEHUE BCEro Mepuoja NpOBEAEHUS uccienoBaHuil. B o0oux wHcciaenoBaHUsAX aHAIU3
3¢ HEKTUBHOCTH MPOBOAMICS MyTEM CPABHEHUS KOMOMHMPOBAHHBIX TAHHBIX, MOJTYUYECHHBIX B
rpymnmnax ayjokcetuHa B 1o3e 60 mr u 120 Mr ofuH pa3 B CyTKH, C JaHHBIMH I'PYTIIHI [U1a11e00.

B nepBoM uccienoBaHuy NpuHsAIM ydactue 256 nanuenTos (128 nomyvanu nynokceTus, 128
— mnane6o), u3 Hux 204 (80 %) manueHTa MPOUUIM HCCIEJOBaHHME TMOTHOCTHIO. CpemHss
MCXO/HAS OIICHKa 0OJIM Y MAIIMEHTOB COCTaBIsIa 6 6ATUIOB MO YHCIOBOM OLIEHOYHOM IIKaJe OT
0 (orcyrctBue 60mm) 0o 10 (cunmpHeiimias 6omb). [locne 13 Henmenb nedeHus y MAIMEHTOB,
MPUHUMABIIUX TYJTOKCETHH, MOKa3aTelb OOMU 3HAYUTENHHO YMEHBIIUIICS 1O CPABHEHHUIO C
ManUeHTaMy, TMPUHUMABIIMMU I[ane0o. AHamuW3 MOATPYNN HE BBISIBHII pa3inuuil B
pe3yJbTarax JICUeHHs B 3aBUCUMOCTHU OT npuMeHenus HIIBII.

Bo BTopoMm uccnenosanuu npussan ydactue 231 nanuent (111 nomyuyanu gynokcerus, 120 —
wiane6o), w3 Hux 173 (75 %) mamueHta TPOIUIM HCCIEAOBaHWE MOTHOCThIO. CpenHuit
UCXOHBIN YpPOBEHBb 00NN y MAIMEHTOB COCTABISLI 6 OaNIOB MO IU(POBOI OIIECHOYHOM IHITKae
ot 0 (orcyrctBue 60mu) 10 10 (cunpHeilmas 60ib). [locne 13 Henenb nedeHus y MallMEHTOB,
MPUHUMABIINX JYJIOKCETHH, HE HAOII0JAIOCh 3HAYMMO OOJBIIET0 YMEHBIICHHS MOKa3aTelns
001 10 CPaBHEHUIO C MAIlMeHTaMU, TIPUHUMABIIUMU TIA1e00.

CTH
Z[yJ'IOKCGTI/IH HC U3Yy4YaJICA Yy MTaIUCHTOB B BO3PACTC MJIAAIC 7 ner.

Lenpeccus

JIBa paHIOMM3MPOBAHHBIX JBOMHBIX CIEMbIX MapaIebHBIX KIMHUYECKUX HCCIIeI0BaHMS
npoBoMIIKCh ¢ yyacTeM 800 maiueHToB ¢ Jenpeccueil B Bozpacte oT 7 1o 17 ner. Ot aBa
uccienoBanus Bimoyanu 10-HeIembHYI0 KpaTKoCpouHylo (asy ¢ KoHTposeM Iuianebo u
aKTUBHBIM TpenapaToM KOHTPOJIsS ((IyOKCETHH) C MOCIEAYIOIUM 6-MEeCSYHBIM HEpHUOOM
NPOAJICHHOTO JICUEHHUS] ¢ aKTHBHBIM IpenaparoM KoHTpois. Hu rpymmna mynokceruna (30—
120 Mr), HE Tpynma npenapaTa akTHBHOTO KOHTpois (¢uyokcetuH B po3e 20—40 mr) B
CTaTUCTHYECKOM OTHOIIEHUH HE OTIUYAINCh OT IPYMIIbI IU1ale00 10 H3MEHEHHUI0 CYMMapHOTO
6amna IlepecmorpenHoil mkanbl oneHku aenpeccun y nereid (Children's Depression Rating
Scale-Revised, CDRS-R) oT ncxoaHoro ypoBHs 10 KOHEUHOU TOYkH. YacToTa mpeKkparieHus
JIeYeHHs M0 MPUYMHE HEXKEJATeNbHBIX Peakiuid Oblla BBIIIEC y MALUEHTOB, MPUHUMAIOIINX
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AYJIOKCCTUH, IO CPABHCHUIO C MMALIUCHTAMH, HOJIy‘{aBI_HI/IMI/ﬂ(Ib'JTVJ}EC;T’H% IJ%EEH 5&301\1

n3-3a TOWHOTBL. B Teuenue 10-HenenbHOro KpaTKOCPOYHOTO MEPHUOAA JICYEHUS OTMEYAIUCH
ciyyan cyuuugansHoro noseneHus (mynokcetun 0/333 [0 %], duyokcetun 2/225 [0,9 %],
wtane6o 1/220 [0,5 %]). Ha npoTskenuun Bcero 36-HeAenbHOT0 Mepruo/ia uccaeIoBaHus y 6 u3
333 mauMeHToB, U3HAYAJIBHO PAaHAOMU3HUPOBAHHBIX Ul NIpUEMa AYJIOKCETHHA, Uy 3 u3 225
NAaIMEeHTOB, M3HAYaJbHO PAaHIOMU3UPOBAHHBIX Ul MpHeMa (IyOoKCeTHHa, OTMEYasloch
CyHLMJAIBHOE TOBEJEHUE (YacTOTa, CKOPPEKTHPOBAHHAs IO JJIUTEIBHOCTH BO3JAEHCTBUS:
0,039 sBnenus Ha marueHTo-roa st aynokcetrna u 0,026 ans dpmayokcetnna). Kpome toro, y
OJTHOTO MAIMeHTa, MePeBeIEHHOr0 ¢ IMpuema mianedo Ha MpueM TyTOKCEeTHHA, 0TMEYaoch
CYULIMAAIBHOE MTOBEJEHUE NIPU IIPUEME AYJIOKCETUHA.

T'enepanuzosannoe mpesodicHoe paccmpoucmseo

PannommsupoBanHOoe  ABOWHOE  Clemoe  IUIane0O0-KOHTPOJIUpYyeMoe  HCCleOBaHUe
MPOBOAMIOCH € ydacTueM 272 manueHToB B Bo3pacte 7—17 eT ¢ reHepain30BaHHBIM
TPEBOKHBIM  paccTpoiicTBoM. MccrnemoBanue  Bikiowyano  10-HemenbHyro — Tuiane6o-
KOHTPOJHUPYEMYIO KpaTKocpouHyio (a3zy ¢ mocienyrmuM |8-HeAenbHbIM TEPUOAOM
MIPOJUICHHOTO JIeYeHUs. B TaHHOM HCCIeI0BaHUU HCIIONIB30BAJICS PEXKUM C THOKMMU J103aMU
mpemapara Al BO3MOXXKHOCTH MEJICHHOTO yBEIHUYeHHUs 03bl ¢ 30 MI OJJUH pa3 B CYyTKH 110
Oonee BbIcOKOM (MakcumyMm 120 Mr omuH pa3 B cyTku). [lpu nedeHUH ITyJIOKCETHHOM
HAOMIOIaIOCh  CTAaTUCTUYECKH  3HAYUMO  Oonblllee  KyNMUpPOBaHHE  CHUMITOMOB
TeHEPATM30BAHHOTO TPEBOKHOTO PACCTPOMCTBA, ompexaenseMoe Mo mokazatento [lIkamsl
ouleHku TpeBoru y gerei (Pediatric Anxiety Rating Scale, PARS) s renepanusoBanHoOro
TPEBOKHOTO PacCCTPOMCTBA (CpeHee pa3Iuyre MeX Iy TPYIaMu IyJTOKCETHHA U manebo: 2,7
6amma [95% AU 1,3-4,0]) nocne 10 nenens neuenuss. CToUkocTh 3(pexra He OlIeHUBANACK.
He wnabmioganock CTaTHCTUYECKHM 3HAYUMOTO pa3fiU4Yus IO YacTOTe OTMEHBI JICUCHUs
BCJICICTBHE Pa3BUTHS HEKEIATEIbHBIX SBICHUI MEXIY TPYyIINaMU TyJIOKCETHUHA U Tianebo B
tedeHue 10-HeneapbHONU KPaTKOCPOUHOH (pas3wl iedeHus. Y JABYX MAIIMEHTOB, MEPEBEACHHBIX C
mpuema Imianebo Ha TpUeM JYJOKCeTHHA TOCie KpPaTKOCPO4YHOW (has3pl, OTMEUYanoch
CyUIIMJANIbHOE TOBEJCHHEe Ha (OHE MpueMa AyJIOKCeTHHA B TeueHue (a3bl MPOJJICHHOTO
nedeHus. 3akaodeHne 00 o0IeM COOTHOIICHUH TOB3BI M PUCKA B IAHHOW BO3PACTHOM TpyIIie
C/IeIaHO He ObLIO.

Dubpomuaneus

bbul0 NpoOBENEHO OJHO MCCIENOBAHME C YYacTHEM IIallMEHTOB JAETCKOIO BO3pacTa ¢
IOBCHWJIbHBIM CHHAPOMOM TEPBUYHOW (UOpOMHAITHHM, B KOTOPOM TpYyIIa, MOJIydaBIIas
JieyeHre AYJOKCEeTHMHOM, HE OTIMYalach OT TPYIMbl IJIAne0o Mo MEepBHYHOMY KPHUTEPHIO
oueHku 3¢ dexruBHOCTH. [T03TOMY NaHHbBIE 00 H3PPEKTUBHOCTH B 3TON MOITYJISIMH NAIIUEHTOB
JIETCKOr0 BO3pacTa OTCYTCTBYIOT. PaHIOMM3MpOBaHHOE [IBOHOe cienoe Iuianedo-
KOHTPOJIUpPYEMOE MapajieIbHOE UCCIIE0BAaHUE AYJIOKCETHHA ObLIO MPOBEIECHO MPU YYaCTHH
184 nmonpoctkoB B Bo3pacte oT 13 no 18 ner (cpennuii Bo3pact 15,53 roga) ¢ 1OBEHUIIbHBIM
CHUHIPOMOM IepBUUHON ¢puOpomuanruu. B gaHHOM HccienoBaHuu ObLT mpeaycMoTpeH 13-
HEJIebHBIN JBOWHOMN CIIENON MEepHOo/, B paMKax KOTOPOTO MallMeHThl ObUIH PaHIOMHU3UPOBAHBI
JUIS TOJTy4eHUs TyJoKceTHuHa B 103ax 30 mr/60 mr uiu mianedo ofuH pa3 B cyTku. [lpu npueme
IYJIOKCETHHA He HabIr0Aan0ck 3pGEKTUBHOCTH B OTHOIIEHUH YMEHBIIEHHUS OOJNM COTJIACHO
OIPEJICJIEHUIO C TIOMOILIbIO MEPBUYHOIO KPUTEPHUs OLIEHKH, ycpeaHeHHoro Oamna KpaTtkoro
onpocHuka ans oueHku 6omu (Brief Pain Inventory, BPI): cpennexkBampaTuuHoe cpemHee
U3MeHeHHe ycpeaHeHHoro 6amia BPI ot ucxogHoro mokaszatens Ha Hezaene 13 cocTaBisuio —
0,97 B rpynne muane6o u —1,62 B rpymme, moiay4aBmieil maynokceTMH B go3e 30/60 mr
(p =0,052). Pesynprarbl mo 0€30MacHOCTH B JaHHOM MCCJIEJOBAHUU COOTBETCTBOBAIIU
YCTaHOBJIEHHOMY IPOQHIII0 6€30MaCHOCTH TYJIOKCETHHA.

EBpOHCfICKOC Ar€HTCTBO JICKAPCTBCHHBIX CPCACTB OTJIOXWIIO UCIIOJIHCHHUEC 00s13aTeNbCTBA 110
NpeaAOCTABJICHUIO PE3YJIbLTATOB HCCIIeI0BaHUM AYJIOKCETHHA BO BCCX MOArpyIIiax JIETCKOM
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COOTBETCTBYET 3KCNEPTHOMY OTYETY

TEHEPAIIU30BAHHOIO TPEBOYKHOI'O PACCTPOMCTBA.
5.2. ®apMakoOKHHETHYECKHE CBOMCTBA

JlynokceTuH oOmMpHO MeTabonusupyercs okuciautenabHsiMu (epmentamu (CYPIA2 u
nomumoppubiMu  CYP2D6) ¢  mocneayomuMm — KoHbIOTHpoBaHHEM. {dapMaKOKHHETHKA
TYJIIOKCETHHA IEMOHCTPUPYET BBICOKYIO MEXHHIUBUAYAIbHYIO BapuadenbHoCcTh (50-60 %) u
MOJKET MEHSTHCS B 3aBUCUMOCTH OT I10J1a, BO3pacTa, OT TOr0, KypHUT NALMEHT WIH HET, a TAKKE
oT akTUBHOCTH n3opepmenta CYP2D6.

AOGcopbius
JIyJIOKCETHH XOPOIIIO BCAChIBACTCS ITPU NMPHEME BHYTPh. BcachiBaHHe HaYUMHASTCS yepe3 2 yaca

nocJje npuema npemnapara. MakcumainbHasi KOHIEHTpaus B m1a3Me KpoBH (Crmax) IyJTOKCETHHA
JOCTUTaeTCsl CIIycTs 6 4acoB mocie npueMa. AGconoTHasi OM0JOCTYITHOCTh MPH MEPOPATBHOM
BBezieHuu Bapbupyercs oT 32 1o 80 % (B cpennem — 50 %).

HpI/IeM NI HE BJIIMACT HaA Cmax ,Z[YJ'IOKCCTI/IHa, HO YBCJ'II/ILII/IBaeT BpeMH JOCTHUXCHU A Cmax C
6 a0 10 4aCoOB, UTO HC3HAYUTCIBHO YMCHLI_HaeT CTCIICHb BCACbLIBAHUIA (HpI/I6J'II/I3I/ITCJ'ILHO Ha
11 %).

Pacnipenenenue

Kaxymuiics o0bem pacnpeneneHust coctabiser okoyno 1 640 1. JlymokceTHH Xopoiio
CBsi3bIBaeTCs ¢ OenkaMu miasmbl KpoBu (> 90 %), B OCHOBHOM C anbOyMHUHOM U ajbda-1-
KHCJIBIM IVIMKOIIPOTEMHOM, OJJTHAKO HAPYILLEHHUS CO CTOPOHBI IEYEHH UJIU NTOYEK HE OKA3bIBAIOT
BJIMSIHUSL Ha CTEIICHb CBSA3BIBAHMS C O€IKaMHU I1a3Mbl KPOBH.

buotpancdopmanus

JIyJIOKCEeTHH aKTUBHO METa0OIU3UPYETCS; €ro MeTabOIUTHI B OCHOBHOM BBIBOJSTCS TOYKAMHU.
Kak m3opepment CYP2D6, Tak u uzodpepment CYP1A2 karanuzupyror oOpa3oBaHue IBYX
OCHOBHBIX  METa0OJMUTOB  (4-TUAPOKCUIYIOKCETHHA  TIIIOKYPOHHJI,  S-TUAPOKCH,6-
METOKCUIYJIOKCeTHHa  cynbdar). Llupkynupytomue  Mmerabonmutel  He  o0sajaroT
(bapMakoIOrn4ecKoil aKTUBHOCThI0. PapMaKOKMHETHKA TYJTOKCETUHA y MAlUEHTOB ¢ HU3KOU
akTUBHOCTBIO M30¢pepmenTa CYP2D6 He m3ywanach, OJHAKO OTPaHUYEHHBIE JAHHBIE JAIOT
OCHOBAHUE MPEIoaraTh, 4YTo KOHIIEHTPALMs TyJIOKCETHHA Y TAKMX NAL[UEHTOB BBIILIE.

OnuMUHAIK
HnutensHocTh T2 nynokceruHa Bappupyercst oT 8 no 17 wacoB (B cpenHem — 12 yacos).

Cpenuuii miaa3MeHHbIH KIMpEHC YJIOKCeTHHa Bapbupyercst oT 33 no 261 n/u (B cpenHem
cocrapnsier 101 n/gac).

Oco0blI€ TPYIIIEI HAIMEHTOB

Ilon

Hecmotpst Ha TO, 4TO OBUTH BBISIBICHBI pa3nuuus GapMaKOKUHETHKHU TyJTOKCETHHA Y MY>KUYUH
U SKEHIIMH (CPeIHUN KIMPEHC MYJTOKCeTHHA HIDKE y KeHIIWH Ha 50 %), He0OXOAUMOCTH B
KOPPEKUMHU 036l B 3aBUCUMOCTH OT I10J1a HET.

Bospacm

HecmoTrpss Ha TO, 4TO OBUIM BBIABICHBI Pa3avuusl (PAPMAKOKMHETHKH TYJIOKCETHHA Yy
NAIMEeHTOB CPEIHEr0 U MOXKHUIIOTo BO3pacTa crapiie 65 jeT (y MalueHTOB MOXKHUIIOro BO3pacTa
AUC Bbiie u purensHocTs T2 npenapata Oomnbiie Ha 25 %), HEOOXOJUMOCTH B KOPPEKLIUU
7103bl B 3aBUCHMOCTH OT BO3pacTa NauueHTa. PekoMenayercst co0mo1aTh OCTOPOKHOCTD MPH
IIPUMEHEHHUH TYJIOKCETHHA NallMeHTaMH1 [T0’KUIIOT0 BO3pacTa.

Toueunas neoocmamounocme
YV mamueHToB C HapylmeHHuEM CPYHKI_[I/II/I MMOYEK TSKEJION CTEIeHU (TepMI/IHaJ'IBHaH cragus
XpOHH‘-ICCKOﬁ IMOYECYHOMN HeI[OCTaTOLIHOCTI/I), HaxXoaAmMXCsA Ha TEMOAUAIN3C, 3SHAYCHHUA Cmax 1
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AUC nynokceTuHa yBEIWYHMBAJIUCh B JBa pasa. B CBHSE' '_c-a-Jfgﬂ;ll “&e;@% "M-[)'?D'BTL

11€J1eC000pa3HOCTh YMEHBIIEHUS JI03bI IYJIOKCETHHA Y MAI[MEHTOB C KIMHUYECKU BHIPAXKEHHBIM
HapyleHueM (QyHKUuM noyek. OrpaHuyeHbl JaHHbIE MO0 (PapMaKOKWHETHKE NYJOKCETHHA y
NAIMEeHTOB ¢ HapylIeHHeM (DYHKLUH ITOYEK JIETKOM U CpeHEN CTETIeHHU TAKECTH.

Ileuenounas HedocmamouHocmy

Hapymenue GyHKIUM nedeHu cpeaHel cremeHu TspkecTH (kiace B mo mxane Yaitnn-I1sio)
BIIMSIOT Ha (hapMaKOKHHETHKY JlyJokceTuHa. I1o cpaBHEHHIO CO 3I0pOBBIMH 100pPOBOJIBLIAMH
y TMAIUEeHTOB C HapylleHHeM (QYHKIUHM TEYeHHU CPEJHEH CTEeNEeHU TSDKECTH IIa3MEHHBIH
knupenc Ovu1 Ha 79 % Hmke, T2 B 2,3 pasa ponbuie, # 3HaueHus AUC B 3,7 pa3 BbIIIe.
dapMaKOKMHETHKA TYIOKCETHHA HE U3y4anach y NallUEHTOB C HAPYIIEHUEM IIEYEHHU JIETKON U
TSYKEJION CTETIEHU TSAXKECTH.

Jlakmayus

Bnusinue nynokceTvHa M3y4asioch y 6 ®KEHIIUMH B MEPHUO/JIE JIAKTAI[UHU, Y KOTOPBIX MPOILIO HE
MeHee 12 Henenb ¢ MOMEHTa PoJOB. JyJIOKCEeTHH BBIAEISETCS B IPYJAHOE MOJIOKO, TIE €ro
paBHOBECHAs] KOHIIEHTPALMSI COCTABJISET OKOJO Y4 OT KOHLEHTpauuu B Iia3mMe KpoBu. llpu
npueMe JyJloKceTuHa B o3¢ 40 Mr 1Ba pa3a B J€Hb €ro KOJMYECTBO B T'PYIHOM MOJIOKE
COCTaBIseT OKOJIO 7 MKr/mi. Jlakranus HE OKas3bIBaeT BIMAHUA Ha (PapMaKOKUHETUKY
JYJIOKCETUHA.

eTH
dapMaKOKMHETHUKA IYJIOKCETHHA Yy JeTedl B Bo3pacTe oT 7 1o 17 ner ¢ penpeccuer mocie
nepopaibHOro npuema B 103ax ot 20 1o 120 Mr oauH pa3 B CyTKU ObUIa ONKCaHa ¢ HTOMOILBIO
aHAJIN30B MOMYJISIIMOHHOTO MOJEJINPOBAHMS HA OCHOBAaHUU JAHHBIX U3 TPEX MCCIEAOBAHUM.
CriporHo3upoBaHHasi 0 MOJENIM IUIa3MEHHAs KOHLEHTpalus OYJOKCETHHA B PaBHOBECHOM
COCTOSIHUM Yy TALMEHTOB JIETCKOI0 BO3pacTa ObUIa B OCHOBHOM B IIpelesiaXx Juana3oHa
KOHIICHTPALMH, HAOII0aeMOM y B3pOCIIBIX MAIUEHTOB.

5.3. JlanHbIe TOKJIMHNYECKOH 0€30MACHOCTH

JlynokceTuH He ObUI T€HOTOKCHYHBIM B CTaHJAPTHOM HaOOpe HCCIeAOBaHUW U HE ObLI
KaHIIEPOTEHHBIM B HCCIEAOBAaHUAX Ha KpbicaX. MHOTrOsSIEpHbIE KIETKH HAOIIOJaINCh B
MEYeHH B OTCYTCTBUU JIPYTMIX THUCTOMATOJIOTMYECKUX W3MEHEHHH B HCCIEIOBaHUU
KAaHIIEPOTEHHOCTH Ha Kpbicax. Jlexamuii B OCHOBE 3TOT0 MEXaHW3M M KJIMHUYECKas
3HAYUMOCTb HE YCTAHOBIICHBI. Y CaMOK MBIIIEH, MOMYyYaBIINX AYJIOKCETHH B TE€UYEHHUE 2 JIeT,
ObLTa TIOBBIIIIEHA YaCTOTa BOSHUKHOBEHHS TeMaTOLEIUTIONISIPHBIX aICHOM U KaplUHOM TOJBKO
npu  BbICOKOM 03¢ (144 Mr/Kr/cyTku), HO OHHM CUHUTAIHCh CIEIACTBHEM HHAYKIUU
MHUKPOCOMAJIBbHBIX (PEPMEHTOB TEUEHU. 3HAYMMOCTh ATHX HAHHBIX Y MBIIICH OIS Jroaen
HEU3BECTHA. Y CaMOK KpBIC, MONYYaBIINX AYJIOKCETUH (45 MI/KI/CyTKH) IO M B TEUYCHHUE
nepuoaa CIapuBaHUA, a TaKXKe Ha PAHHUX dTamax OepeMEeHHOCTH, HAOIIOAANoCh CHIDKEHHE
noTpeONIeHUsT MUK U Macchl Tella y Marepeil, HapylIeHUs ACTPaIbHOrO IMKIA, CHIKCHUE
KOJIMUYECTBA >KUBOPOXKJICHHBIX NETCHBIIICH U MOKa3aTeslel BbDKUBAHUS MMOTOMCTBA, a TAKKe
3aMeJJIEHHE pOoCTa MOTOMCTBA IMPU YPOBHE CHUCTEMHOIO BO3JCUCTBUS, NMPHUYEM, COIJIACHO
OLICHKe, OOJBIIMHCTBO CIIy4aeB BO3HHUKAIO TPU MaKCUMAIbHOM KIMHUYECKOM YpPOBHE
BozaeiictBus (AUC). B uccrnenoBannn SMOpPHOTOKCHYHOCTH HA KpOJHMKax Ooyiee BBICOKAs
4acTOTa BPOXKJIEHHBIX MATOJIOTHH CEPJICYHO-COCYANCTON CHUCTEMBI U CKelleTa HaOIIoAanach
IpU YPOBHE CHUCTEMHOTO BO3JCUCTBUS HWKE MAKCUMAIBHOTO KIUHHUYECKOTO YpPOBHS
BozaeicTBuss (AUC). Hukakux BpOXKACHHBIX MATONOTHA HE HaOMI0AaIoch B JIPyroM
UCCIIEIOBAaHUH, B KOTOPOM H3ydajach Oojee BBICOKas 103a APYrol CoiM AylokceTuHa. B
UCCIIeIOBaHUX MPEHATAIbHOM/TIOCTHATAIEHON TOKCHYHOCTH HA KPBICaX TyJTOKCETHH BhI3bIBAI
HEeXKeNaTeNbHbIE ToBeleHYecKue APQPEeKThl y TMOTOMCTBA TMPHU HDKCIO3UIUH  HIXKE
MaKCHUMalbHOTO KIMHUYECKOTO YpoBHs BozaeicTBus (AUC).
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BO3/ICHCTBUE Ha HEWPONOBEACHHE, a TAKKE 3HAUMTENBHOE CHU)KEHHE Macchl Tela H
noTpeOieHnss MUIIM, UHAYKIHUS (EpPMEHTOB MEYEHW U BaKyOJIM3alUs KJIETOK MEYEHU IpH
45 mr/kr/cyrku. OOmmiA Tpopuib TOKCUYHOCTHU JYJIOKCETHHA Y HEMOJIOBO3PEIBIX KPBIC ObLI
CXOJIHBIM C IPOQHIIEM Y B3pOCIBIX KpbIC. J103011, HE BHI3BIBAIOIIEH PA3BUTHS HEXETATEIbHbBIX
s¢dexToB, 6buIa ornpeneneHa 103a 20 MI/KI/CyTKH.

6. ®APMAIIEBTUYECKHUE CBOMCTBA

6.1. Ilepeyenb BcmoMoOraTe/ibHbIX BelIECTB

Jynokcenrta, 30 Mr, Kancysbl KUIIEYHOPACTBOPUMBbIE

CaxapHas Kpymka

I'mmpomennosa 6¢P

Caxapo3a

I'unpomennossl granat HP-50

Tanpk

TpudTriinuTpar

Tsepovie orceramurnosvie kancynvl Ne 3

Kopmnyc: Turana quokcua (E171), xxenatun

Kpebimeuka: naaurokapmut (E132), tutana nuokcun (E171), sxenatun

Cocmas  uepnun: wemnak (E904), oranon (E1510)*, wusonponanon®, OyraHon™,
nponuineHrinukoins (E1520)*, amvmuak Bogusiid (E527)*, kpacutens xene3a OKCHUJ YEpPHBIN
(E172), xanusa runpokcun (E525)**, Boga ouniennas™®

* OTCYTCTBYET B T'OTOBBIX J>KEJIAaTMHOBBIX KaIlCyJlaX, TaK Kak HcHapsieTcsl Mocje CTaJuu
HaHECEHMS] MAPKUPOBKHU U CYILIKH.

** OcraeTcsi B CIIEJOBBIX KOJMYECTBAaX B BUJIE KAJIMEBOM COJM B OCTABUIMXCS Ha Karcylie
YEpHUJIAX.

Hynokcenrta, 60 Mr, Kancysbl KUIIEYHOPACTBOPUMBbIE

CaxapHas KpyIka

I'mmpomennosa 6¢P

Caxapo3a

I'unpomennossl granat HP-50

Tanpk

TpudTriinuTpar

Tsepovie sicenamurnosvie kancynvt Ne |

Kopmnyc: turana auokcun (E171), uanurokapmun (E132), kpacutens xene3a OKCHUI KEATHIN
(E172), xenatun

Kpebimeuka: naaurokapmut (E132), tutana nuokcun (E171), sxenatun

Cocmas  uepnun: wemnak (E904), oranon (E1510)*, wu3onponanon®, OyraHon®,
nponuineHrinukons (E1520)*, amvmuak Bogusiid (E527)*, kpacutens xene3a OKCHUJ YEpPHBIN
(E172), xanus runpokcun (E525)**, Boga ouniennas ™

* OTC}’TCTByCT B TOTOBBIX JKCJIIATUHOBBIX KaIICyJIaX, TAK KaK HCIHApACTCA IOCIIC CTaAuu
HAaHCCCHUA MAPKUPOBKHU U CYLIKH.

** OQcraeTca B CIIEIOBBIX KOJMYECTBAX B BHJE KaJIHMEBOM COJIM B OCTaBIIMXCS Ha KarcyiJe
YCPpHUJIAX.

6.2. HecoBmecTumMocTH
Henpumenumo.
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6.3. Cpok romHocTH (CPOK XpaHeHHs)

2 ropa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHH

XpaHuTh Ipu TeMIieparype He Boiile 25 °C, B OpUriHaJIbHON YIIaKOBKE.
6.5. XapakTep u coaep:kaHue YIaAaKOBKH

Jynokcenta, 30 Mr, Karncysibl KHIIEYHOPACTBOPUMBIE

ITo 7 umm 10 kamncyn B Onmcrepe u3 komOuHupoBanHoro Matepuana OITA/An/IID + JIEC u
AJIFOMUHUEBOHN (OJIBIH.

ITo 1, 2, 4 wnu 12 6auctepos (6muctep no 7 karcyn) i 1o 1, 2, 3 unu 9 6aucrepos (6muctep
no 10 kamncyi) BMecTe ¢ TUCTKOM-BKJIa IbIIIIEM [TOMELIAIOT B AYKy KapTOHHYIO.

Jlynokcenta, 60 Mr, Karncyibl KHIIIEYHOPACTBOPUMBIE

ITo 7 unu 10 kamncyn B Onucrepe u3 komOuHupoBanHoro Matepuana OITA/An/IID + JIEC u
AJIFOMUHUEBOHN (OJIBIH.

ITo 1, 2, 4, 8 wnu 12 GnucrepoB (Omuctep mo 7 kamcyn) win mo 1, 2, 3 uan 9 GnuctepoB
(6mmcrep no 10 kamncyir) BMecTe ¢ TUCTKOM-BKJIA IbIIIEM TOMEUIAIOT B AUYKy KApTOHHYIO.

He Bce pa3MEphbl YIIAKOBOK MOT'YT OBITh JOCTYIIHBI JIA pCaIn3aliuu.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MPH YTHWIM3AUMH HCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara MWJIH OTXOAO0B, MNOJYYEHHBIX TMOcCJe MpPUMEHEeHUs:
JIEKAPCTBEHHOT0 Mpenapara, ¥ Ipyrue MaHUIMyJsIUH ¢ PenapaTomM

Oco0ble TpeOoBaHMS OTCYTCTBYIOT.

7. JEPXKATEJDb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

CnoBenus

AO «KPKA, a.1., HoBo mecto»
[IImapremika necra 6, 8501 HoBo mecto
Tenedon: +386 7331 21 11

Paxc: +386 7332 15 37

Anpec 3nekTpoHHO nouTsl: info@krka.biz

7.1. IIpeacTaBuTeNb AEPKATESI PETHCTPANMOHHOIO YI0CTOBEPEHHS

IIpereH3un HOTDeGI/ITCHeﬁ HalmpaBJIATH 110 agpECy:

Poccuiickas @enepauvs

000 «KPKA-PYC»

143500, MockoBckas o6., . McTpa, yin. MockoBckas, a. 50
Tenedon: +7 (495) 994 70 70

daxc: +7 (495) 994 70 78

Anpec anektponHoi moutsl: krka-rus@krka.biz

Pecny6nuka benapych

IIpencraBurensctBo Akimoneproro obmiectsa «KRKA, tovarna zdravil, d.d., Novo mesto»
(Pecnyonuka Cnosenusi) B Pecniy6iinke benapyce

220114, r. MuHnck, yn. @unumoHnoBa, 1. 2507, oduc 315

Tenedon: 8 740 740 9230

daxc: 8 740 740 9230
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Anpec anexTponHoi noutsl: info.by@krka.biz

Pecnybnmka Kazaxcran

TOO «KPKA Kazaxcran»

050040, r. Anmatsl, Mukpopaiion KOKTEM-1, nom 15A, oduc 601
Tenedon: + 7 (727) 311 08 09

Anpec anekTponHoi moutsl: info.kz@krka.biz

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSI
JITI-Ne(000186)-(PT-RU)

JIIT-Ne000186-T'TI-BY

9. KATET'OPHUS OTIIYCKA JIEKAPCTBEHHOI'O IIPEITAPATA

HeKapCTBeHHLIﬁ npenapat OTHOCHUTCA K KaTCrOprUH OTITYCKaA «I10 PCUCIITY>.

OOmiasi XxapakTepuCTHUKA JIEKapCTBEHHOro mpemnapara JlyloKceHTa NOCTYNHA. B €AWHOM
peecTpe 3aperucCTpUpOBAaHHBIX JICKAPCTBEHHBIX CPEACTB EBpa3sHiicKOro 3KOHOMHYECKOTO
COI03a M Ha O(IUIIMATBHOM CaiiTe YIIOJHOMOYEHHOTO OpraHa (9KCIepTHOW opraHu3aimu) https:
https://lk.regmed.ru/Register/EAEU_SmPC.
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